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SUMMARY:  This  Notice  sets  forth, 
pursuant  to  section  1501  of  the  Public 
Health  Service  Act,  proposed  National 
Guidelines  for  Health  Planning  with 
respect  to  the  following  types  of 
health  services  and  facilities: 

General  hospital  beds. 

Obstetrical  inpatient  ser\  ices. 

Neonatal  special  care  units. 

Pediatric  inpatient  services. 

Open  heart  surgery  units. 

Cardiac  catheterization  units. 

Radiation  therapy. 

Computed  tomographic  scanners. 

End-stage  renal  disease. 

A  purpose  of  these  guidelines  is  to 
assist  Health  Systems  Agencies  in  de¬ 
veloping  Health  Systems  Plans  and  to 
help  clarify  and  coordinate  national 
health  policy.  The  guidelines  being 
proposed  here  are  to  be  followed  by 
later  issuances  setting  forth  national 
health  planning  goals  and  additional 
standards  respecting  the  appropriate 
supply,  distribution,  and  organization 
of  health  resources,  as  required  by  the 
Act. 

This  Notice  follows  up  on  the  initial 
Notice  of  Proposed  Rule  Making  on 
this  subject  which  was  issued  on  Sep¬ 
tember  23,  1977  (42  CFR  Part  121).  In 
view  of  the  widespread  interest  in  the 
earlier  proposed  rules,  the  Depart¬ 
ment  believes  it  advisable  to  provide 
an  additional  30-day  period  for  public 
review  and  comment  on  the  revised 
Guidelines.  It  is  the  Department’s 
intent  to  publish  final  regulations  on 
this  matter  about  15  days  after  the 
end  of  this  comment  period.  Since  in¬ 
terested  parties  have  had  an  opportu¬ 
nity  to  review  the  proposed  Guidelines 
previously,  they  are  urged  to  submit 
comments  on  the  revised  Guidelines  as 
soon  as  possible. 

The  Notice  invites  all  interested  par¬ 
ties  to  submit  written  comments  and 
recommendations  concerning  the  pro¬ 
posed  National  Guidelines  for  Health 
Planning.  After  consideration  of  the 
material  received  in  response  to  this 
Notice,  the  Secretary  of  Health,  Edu¬ 
cation,  and  Welfare  will  by  regulation 
issue  final  Guidelines  on  the  specified 
health  services  and  facilities. 

DATE:  Comments  must  be  received 
not  later  than  February  21,  1978. 
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ADDRESS:  W’^ritten  comments  and 
recommendations  should  be  submitted 
to:  Office  of  Planning,  Evaluation,  and 
Legislation,  Health  Resources  Admin¬ 
istration,  Room  10-22,  3700  East-West 
Highway,  Hyattsville,  Md.  20782.  All 
materials  received  in  response  to  this 
Notice  and  background  material  which 
has  contributed  to  the  development  of 
the  proposed  National  Guidelines  will 
be  available  for  public  inspection  and 
copying  at  the  above  location  during 
regular  business  hours. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Daniel  I.  Zwick,  Associate  Adminis¬ 
trator  for  Planning,  Evaluation,  and 
Legislation,  Health  Resources  Ad¬ 
ministration.  Center  Building,  Room 
10-22,  3700  East-West  Highway,  Hy¬ 
attsville,  Md.  20782,  301-436-7270. 

SUPPLEMENTARY  INFORMATION: 

A.  Overview 

On  September  23,  1977,  the  Secre¬ 
tary  of  Health,  Education,  and  Wel¬ 
fare  published  a  Notice  of  Proposed 
Rulemaking  (42  FR  45802  et  seq.)  pro¬ 
posing  an  initial  set  of  National  Guide¬ 
lines  for  Health  Planning,  as  required 
by  section  1501  of  the  Public  Health 
Service  Act,  as  amended  by  the  Health 
Planning  and  Resources  Development 
Act  of  1974  (Pub.  L.  93-641).  The  at¬ 
tached  document  presents  a  revised 
version  of  these  CJuidelines  that  re¬ 
flect  extensive  analysis  of  the  many 
comments  that  were  received  as  well 
as  consultation  with  expert  groups 
subsequent  to  the  September  Notice. 
The  revision  also  seeks  to  clarify  cer¬ 
tain  statements  that  were  not  under¬ 
stood  by  or  were  confusing  to  many 
readers  of  the  initial  issuance. 

Through  the  enactment  of  the 
Health  Planning  Act,  Congress  sought 
to  strengthen  the  development  of 
health  care  plaxming  at  the  State  and 
local  levels.  By  designating  health  ser¬ 
vice  areas  throughout  the  country;  by 
requiring  the  establishment  of  Health 
Systems  Agencies  (HSAs)  to  plan  lo¬ 
cally  to  meet  the  health  needs  and 
goals  of  those  areas;  and  by  requiring 
the  designation  of  State  Health  Plan¬ 
ning  and  Development  Agencies 
(SHPDAs)  and  State  Health  Coordi¬ 
nating  Coimcils  (SHCCs),  the  Act  pro¬ 
vided  Support  for  an  essential  State 
and  local  foundation.,  for  bringing 
about  comprehensive,  long  range 
health  planning. 

The  Act  requires  the  Secretary  to 
issue  the  National  Guidelines  concern¬ 
ing  national  health  planning  policy 
which  include  (1)  standards  respecting 
the  appropriate  supply,  distribution, 
and  organization  of  health  resources 
and  (2)  a  statement  of  national  health 
planning  goals  developed  after  consid-^ 
eration  of  the  national  health  prior-* 
ities  set  forth  in  section  1502  of  the 
Act.  As  specified  in  the  statute,  these 


goals,  to  the  maximum  extent  practi¬ 
cable,  are  to  be  expressed  in  quantita¬ 
tive  terms. 

The  goals  and  standards  issued  as 
part  of  the  National  Guidelines  are  to 
provide  guidance  to  HSAs,  SHPDAs, 
and  SHCCs  in  the  development  of 
local  and  State  health  plans.  This  ini¬ 
tial  set  of  standards  represents  the 
first  segment  of  what  will  become  a  ra¬ 
tional.  comprehensive  set  of  health 
planning  goals  and  standards  designed 
to  achieve  for  all  Americans  “equal 
access  to  quality  health  care  at  a  rea¬ 
sonable  cost”,  as  expressed  in  section 
2(a)(1)  of  the  Act. 

The  Department  has  determined 
that  the  complete  set  of  National 
Guidelines  will  include  a  wide  range  of 
goals  and  standards,  addressing  such 
issues  as  cost  containment,  access  to 
care,  availability  and  distribution  of 
health  care  resources,  quality  of  care 
and  health  status. 

A  second  set  of  the  National  Guide¬ 
lines,  consisting  of  a  set  of  goals  relat¬ 
ing  to  health  status,  health  promotion 
and  prevention,  and  access  to  health 
care  will  be  proposed  in  the  near 
futme.  A  third  issuance,  to  be  issued 
in  the  Spring,  will  propose  standards 
relating  to  these  goals.  Additional 
goals  and  standards  will  be  issued  on  a 
periodic  basis. 

In.  publishing  the  initial  set  of 
Guidelines  proposed  on  September  23, 
the  Department  decided  to  focus  on  a 
limited  number  of  issues  relating  to 
hospital  resources  that  present  impor¬ 
tant  short-term  opportunities  for  the 
containment  of  costs  and  the  enhance¬ 
ment  of  the  quality  of  care.  In  enact¬ 
ing  the  Health  Planning  Act.  Congress 
found  (section  2(a))  that  increases  in 
the  cost  of  health  care,  particularly  of 
hospital  stays,  have  been  uncontrolla¬ 
ble  and  inflationary,  and  that  past 
public  and  private  sector  responses 
have  not  resulted  in  the  restraint  of 
costs.  If  unchecked,  hospital  costs  are 
likely  to  double  within  5  years.  A  hos¬ 
pital  stay,  which  cost  less  than  $350  in 
1965  and  costs  $1,300  today,  could  in¬ 
crease  to  $2,600  in  five  years  and  reach 
$5,200  in  ten  years. 

B.  Process  of  Initial  Standard 
Development 

The  standards  published  for  com¬ 
ment  on  September  23  and  revised 
here  concern  general  hospital  beds;  ob¬ 
stetrical.  pediatric,  and  neonatal  spe¬ 
cial  care  units;  open  heart  surgery  and 
cardiac  catheterization  units;  radiation 
therapy;  computed  tomographic  scan¬ 
ners;  and  end-stage  renal  disease. 

Each  of  the  standards  relate  to  a 
health  care  resource  which  has  been 
widely  discussed  and  is  based  on  and 
adapted  from  a  recommendation, 
guideline,  or  standard  previously  de¬ 
veloped  by  one  or  more  medical 
groups,  health  planning  organizations, 
or  other  professional  bodies.  Addition- 
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ally,  documentation  of  health  stan¬ 
dards  was  obtained  through  searches 
undertaken  by  the  National  Library  of 
Medicine  and  the  National  Health 
Planning  Information  Center  and  sys¬ 
tematically  reviewed  by  Department 
staff. 

Materials  included  in  these  analyses 
were  reports  of  such  organizations  as 
the  Institute  of  Medicine,  the  Office 
of  Technology  Assessment,  the  Ameri¬ 
can  College  of  Obstetrics  and  Gynecol¬ 
ogy,  American  Academy  of  Pediatrics, 
American  College  of  Radiology.  Com¬ 
mittee  on  Perinatal  Health,  and  the 
Inter-Society  Commission  on  Heart 
Disease  Resources. 

Proposed  guidelines  concerning  hos¬ 
pital  bed  supply  were  included  in  a 
draft  of  National  Guidelines  that  was 
widely  distributed  after  October  1976. 
Some  1,300  comments  were  received 
on  that  material. 

C.  Process  of  Public  Consultation 

Section  1501(c)  requires  the  Secre¬ 
tary  to  consult  with  and  solicit  recom¬ 
mendations  and  comments  from  a 
wide  range  of  planning  agencies,  medi¬ 
cal  associations  and  other  interested 
parties  in  developing  the  Guidelines. 
This  has  been  accomplished  through 
consultations,  public  notices,  public 
meetings,  review  by  the  National 
Council  on  Health  Planning  and  De¬ 
velopment  and  other  activities. 

In  publishing  the  Notice  of  Proposed 
Rulemaking  on  September  23,  1977, 
the  Department  allotted  a  period  of  60 
days  for  public  comments  and  later  (42 
FTl  59888)  extended  this  period  for  an 
additional  17  days.  During  this  period, 
more  than  55,000  communications 
were  received.  Among  those  who  wrote 
were  more  than  100  Health  Systems 
Agencies,  30  State  Health  Planning 
and  Development  Agencies,  50  Hospi¬ 
tal  Associations,  80  Medical  Societies, 
35  medical  schools,  60  national  associ¬ 
ations  as  well  as  thousands  of  individ¬ 
ual  hospitals,  practitioners  and  con¬ 
sumers. 

During  this  period,  a  series  of  five 
public  meetings  were  held,  during 
which  individuals  from  the  fields  of 
medicine,  health  administration  and 
consumer  interest  w'ere  actively  con¬ 
sulted.  Comments  and  recommenda¬ 
tions  were  also  received  as  the  result 
of  the  Department’s  direct  request  for 
the  views  of  all  State  and  local  health 
planning  agencies  and  numerous  pro¬ 
fessional  and  consumer  groups.  Many 
other  suggestions  were  received  in 
public  hearings  before  the  Subcommit¬ 
tee  on  Health  and  the  Environment  of 
the  House  Interstate  and  Foreign 
Commerce  Committee,  and  from  indi¬ 
vidual  Members  of  Congress. 

The  National  Council  on  Health 
Planning  and  Development  began  its 
consideration  of  the  proposed  guide¬ 
lines  at  its  first  formal  meeting  on 
September  23,  1977.  The  Council  de¬ 


voted  three  days,  December  9,  10,  and 
21,  to  the  review  of  the  proposed 
guidelines.  At  the  latter  meeting,  it 
passed  11  resolutions  providing  com¬ 
ments  and  recommendations  to  the 
Secretary  on  this  matter. 

The  Department  is  grateful  to  those 
who  participated  in  the  public  hear¬ 
ings  and  to  the  large  number  of  local 
and  State  planning  agencies  and  medi¬ 
cal,  health,  consumer  and  other 
groups  who  have  contributed  their 
comments  and  criticisms.  It  is  also 
grateful  to  the  many  thousands  of  pri¬ 
vate  citizens  who  have  expressed  their 
views.  All  have  contributed  to  the  de¬ 
velopment  of  the  revised  Guidelines 
published  below. 

The  process  of  consultation,  thus, 
has  been  extensive.  At  times,  the  com¬ 
ments  received  have  been  spirited.  The 
broad  attention  to  and  debate  over  the 
National  Guidelines  are  important  and 
necessary  steps  in  increasing  imder- 
standing  of  the  purposes  of  the  health 
planning  program  and  the  complex¬ 
ities  of  health  care  issues.  The  urgen¬ 
cy  of  containing  rapidly  rising  health 
costs  in  order  to  make  possible  the 
achievement  of  equal  access  to  high 
quality  health  care  has  been  further 
highlighted  by  the  initial  issuance  of 
the  National  Guidelines.  The  Guide¬ 
lines  have  been  modified  and  improved 
on  the  basis  of  the  comments  received. 

D.  Major  Issues 

Most  of  the  comments  received  ex¬ 
pressed  concern  about  the  anticipated 
impact  of  the  proposed  Guidelines  on 
local  hospital  services,  especially  in 
rural  communities.  Other  comments 
were  focused  on  the  details  of  one  or 
more  of  the  11  proposed  standards. 
The  major,  general  issues  are  dis¬ 
cussed  in  this  section.  Major  com¬ 
ments  concerning  the  specific  stan¬ 
dards  are  discussed  in  the  next  section. 

1.  LOCAL  CONTROL 

It  is  the  clear  intent  of  the  Health 
Planning  Act  that  health  planning  be 
conducted  at  State  and  local  levels. 
Nothing  in  the  Act  nor  in  the  National 
Guidelines  will  or  could  take  plaiming 
concerning  individual  facilities  out  of 
local  and  State  hands.  The  Guidelines 
provide  national  benchmarks  to  help 
local  and  State  agencies  draw  up  local 
and  State  plans.  These  plans  should, 
and  indeed  must,  recognize  special 
local  circumstances  and  requirements, 
and  the  Guidelines  provide  for  recog¬ 
nizing  such  circumstances, 

‘  The  Guidelines  are  aimed  at  guiding 
the  development  of  local  plans  re¬ 
specting  the  organization  and  delivery 
of  health  services.  They  do  not  include 
any  Federal  authority  to  close  any 
hospitals  or  to  eliminate  any  services. 
Neither  the  Act  nor  the  Guidelines  au¬ 
thorize  any  local  Agency,  any  State 
Agency,  or  the  Secretary  to  close  any 
existing  hospital  or  hospital  services. 
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such  as  obstetrical  or  pediatric  ser¬ 
vices.  Decisions  with  respect  to  new  fa¬ 
cilities  and  services  are  to  be  made 
under  State  Certificate-of-Need  pro¬ 
grams,  after  consideration  of  the 
advice  of  local  Health  Systems  Agen¬ 
cies. 

Local  Health  Systems  Agencies  have 
the  responsibility  to  analyze  and  plan 
how  the  Guidelines  apply  to  local  con¬ 
ditions  and  needs.  These  analyses  are 
to  be  reflected  in  the  Health  Systems 
Plans.  As  part  of  his  periodic  assess¬ 
ment  of  the  performance  of  the  agen¬ 
cies,  the  Secretary  will  review  how 
well  this  has  been  done. 

Section  1513(b)(2)  calls  for  Health 
Systems  Agencies  to  develop  plans 
“(B)  which  are  responsive  to  the 
unique  needs  and  resources  of  the 
area:  and  (C)  which  take  into  account 
and  [are]  consistent^  with  the  national 
guidelines  •  •  •  respecting  supply,  dis¬ 
tribution  and  organization  of  health 
resources  and  services.’’  Both  these 
criteria  must  be  met  in  the  establish¬ 
ment  of  Health  Systems  Plans. 

HSAs  are  expected  to  give  careful 
consideration  to  the  National  Guide¬ 
lines  in  drawing  up  their  HSPs  and  to 
use  the  quantitative  standards  as 
benchmarks  against  which  local  needs 
and  conditions  can  be  assessed.  In 
planning  for  the  local  supply  and  dis¬ 
tribution  of  health  care  services  spe¬ 
cifically  described  in  these  National 
Guidelines,  HSAs  should  determine 
where  the  National  Guidelines  are  ap¬ 
propriate  planniiig  targets  for  their 
local  needs  and  resources,  as  well  as 
where  specific  adjustments  might  be 
appropriate,  due  to  special  local  needs 
or  conditions. 

In  some  cases,  the  Agency  may  need 
to  adjust  a  quantitative  standard 
upward  or  downward  to  meet  a  specif¬ 
ic  local  situation.  The  Guidelines  con¬ 
tain  a  number  of  specific  local  condi¬ 
tions  which  may  justify  such  adjust¬ 
ments  to  one  or  more  of  the  standard, 
such  as  the  age  of  the  local  popula¬ 
tion,  seasonal  population  fluctuations, 
or  the  rural  nature  of  an  area. 

In  addition,  the  Guidelines  now  con¬ 
tain  a  general  provision  which  recog¬ 
nizes  that  other  special  local  condi¬ 
tions  may  exist  which  justify  adjust¬ 
ment  of  a  national  standard.  This  pro¬ 
vision  permits  the  HSA,  pursuant  to 
its  own  detailed  analyses;,  to  include 
adjustments  to  take  account  of  those 
local  conditions  that  involve  special 
needs  concerning  access  to  needed  care 
and  unreasonable  costs.  Such  adjust¬ 
ments  will  then  be  reviewed  by  the 
SHPDAs  and  the  SHCCs  as  part  of 
their  responsibilities. 

The  initial  Guidelines  thus  reflect  a 
careful  balance  between  the  Federal 
role  in  providing  national  health  plan* 
ning  leadership  and  guidance  and  the 
needs  of  local  and  State  agencies  to 
take  account  of  local  health  conditions 
and  requirements. 
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2.  RURAL  AREAS 

Much  concern  has  been  expressed  in 
some  States  that  the  Guidelines  might 
force  many  small  rural  and  communi¬ 
ty  hospitals  to  close.  This  was  not  the 
intention  of  the  proposal;  on  the  con¬ 
trary,  a  Departmental  objective  is  to 
improve  access  to  needed,  high  quality 
health  care  for  those  living  in  rural 
and  other  underserved  areas.  As  noted 
above,  neither  the  Act  nor  the  Guide¬ 
lines  provide  any  authority  to  close 
any  hospital  or  eliminate  any  services. 

The  proposed  Guidelines  included  a 
number  of  provisions  addressing  the 
specific  conditions  and  needs  of  rural 
areas.  The  Guidelines  published  below 
contain  a  number  of  revisions  to  take 
further  accoxmt  of  the  special  condi¬ 
tions  and  needs  of  rural  areas  and  em¬ 
phasize  the  responsibilities  of  HSAs  to 
make  adjustments  to  take  these  into 
account. 

In  particular,  the  Guidelines  have 
been  modified  to  emphasize  that  hos¬ 
pital  care  should  be  accessible  within  a 
reasonable  period  of  time  and  to  rec¬ 
ognize  that  smaller  hospitals  are  likely 
to  have  lower  occupancy  rates.  The 
standard  for  obstetrical  services  has 
been  revised  to  exempt  rural  hospitals 
that  provide  services  primarily  for  un¬ 
complicated  maternity  cases  and  the 
standard  for  pediatric  services  has 
been  limited  to  urbanized  areas.  Addi¬ 
tional  provisions  dealing  with  situa¬ 
tions  involving  travel  difficulties  have 
been  added  to  the  standards  respect¬ 
ing  neonatal  and  radiation  therapy 
units.  It  has  been  emphasized  that 
HSAs  have  the  responsibility  to  ana¬ 
lyze  and  determine  travel  times. 

The  House  of  Representatives 
passed  a  resolution  on  December  6, 
1977,  indicating  that  the  “Guidelines 
should  include  sufficient  flexibility  to 
allow  a  Health  Systems  Agency  to  rec¬ 
ognize  special  characteristics  in  rural 
areas  and,  on  the  basis  of  these  special 
characteristics,  to  establish  a  Health 
Systems  Plan  that  varies  from  the  Na¬ 
tional  Guidelines,  in  order  to  provide 
health  care  services  to  rural  resi¬ 
dents.”  The  provisions  of  the  Guide¬ 
lines  have  been  revised  to  reflect  the 
concerns  expressed  in  that  resolution. 

3.  OTHER  ISSUES 

a.  Scope  of  the  Guidelines.  As  dis¬ 
cussed  above,  the  standards  published 
here  do  not  constitute  a  full  array  of 
National  Guidelines  for  Health  Plan¬ 
ning.  The  National  Guidelines  are  to 
be  a  comprehensive  statement  of  na¬ 
tional  health  planning  goals  and  re¬ 
source  standards.  They  will  provide 
health  policy  direction  and  guidance. 
They  are  to  encompass  all  the  issues 
of  major  importance  in  developing 
local  Health  Systems  Plans  and  State 
Health  Plans. 

However,  the  development  of  such  a 
comprehensive  statement  will  be  a 
long-term,  progressive  process.  In 


many  cases,  there  is  currently  incom¬ 
plete  agreement  respecting  health 
goals  and  resource  standards.  Thus,  as 
local  and  State  health  plans  are  ex¬ 
tended  and  refined  over  many  years, 
so  will  the  National  Guidelines.  These 
refinements  will  be  based  on  analyses 
of  local  Health  Systems  Plans  and 
other  experiences  and  analyses. 

Additional  National  Guidelines  for 
Health  Planning  respecting  national 
health  planning  goals  •and  other  re¬ 
source  standards  are  under  develop¬ 
ment.  It  is  anticipated  that  they  will 
be  issued  for  public  review  and  com¬ 
ment  early  in  1978.  They  will  address 
such  issues  as  advancement  of  health 
status,  strengthening  health  promo¬ 
tion  and  prevention,  and  improve¬ 
ments  in  the  accessibility,  organization 
and  quality  of  needed  health  care. 

An  initial  emphasis  on  short-term 
opportunities  for  cost  containment 
and  quality  improvement  is  appropri¬ 
ate  if  adequate  resources  are  to  be 
available  to  help  achieve  longer-term 
goals  with  respect  to  health  status, 
health  promotion  and  prevention,  and 
access  to  needed  care.  As  noted  above, 
rapid  increases  in  hospital  costs  are 
absorbing  an  exaggerated  share  of 
available  resources.  Planning  and  ac¬ 
tions  to  contain  these  increases  are  es¬ 
sential  first  steps  to  make  possible  the 
achievement  of  the  statutory  aim,  viz., 
equal  access  to  quality  health  care  at  a 
reasonable  cost. 

b.  Unnecessary  utilization.  Stan¬ 
dards  for  minimum  utilization  of  re¬ 
sources  involve  a  risk  of  encouraging 
unnecessary  utilization.  A  tendency 
could  develop  in  certain  cases  to  in¬ 
crease  utilization  in  order  to  reach  the 
established  targets. 

Any  tendency  toward  unnecessary 
utilization  is  contrary  to  the  intent 
and  purpose  of  the  National  Guide¬ 
lines.  The  established  target  levels  are 
meant  to  include  only  medically  neces¬ 
sary  hospital  admissions  and  services. 

The  Guidelines  have  been  revised  to 
emphasize  these  principles.  Evaluation 
of  their  implementation  will  give  con¬ 
tinuing  attention  to  these  concerns. 
Continuing  efforts  will  also  be  made  to 
develop  additional  population-based 
standards. 

c.  Premature  issuance.  The  Pream¬ 
ble  to  the  September  23  Federal  Reg¬ 
ister  Notice  stated  that  “the  state  of 
the  art  of  establishing  quantitative  re¬ 
source  standards  is  still  in  its  infancy.” 
Some  commentators  have  emphasized 
this  point  and  have  questioned  the 
adequacy  of  the  data  base  used  in  de¬ 
veloping  the  proposed  standards. 

Others  have  pointed  out  that  Health 
Systems  Agencies  do  not  have  the  au¬ 
thority  necessary  to  achieve  the  target 
levels  or  to  require  anyone  to  do  so. 
They  have  felt,  therefore,  that  the  de¬ 
velopment  of  Plans  consistent  with  the 
proposed  standards  would  be  meaning¬ 
less. 


While  it  is  recognized  that  the  pro¬ 
cess  of  developing  quantitative  stan¬ 
dards  is  still  in  its  early  stages,  the  De¬ 
partment  believes  that  sufficient  pro¬ 
gress  has  been  made  to  support  the 
standards  as  issued.  Many  groups, 
both  public  and  private,  have  devoted  ■ 
substantial  efforts  to  the  review  and 
evaluation  of  past  experiences  and 
available  knowledge.  Carefully  consid¬ 
ered  judgments  have  been  applied. 
The  Department,  in  turn,  has  re¬ 
viewed  and  benefited  from  this  work 
in  formulating  the  proposed  stan¬ 
dards.  Further,  the  Department  has 
had  the  benefit  of  a  substantial 
amount  of  additional  thoughtful  com¬ 
ments  as  the  result  of  the  Federal 
Register  Notice  and  has  used  these 
recommendations  in  revising  the 
Guidelines. 

As  stated  earlier,  the  standards  will 
require  periodic  review  and  revision  as 
knowledge  is  increased  concerning  the 
most  appropriate  use  and  configura¬ 
tion  of  resources  to  provide  services 
which  meet  health  needs  of  the  popu¬ 
lation.  The  Guidelines  will  then  be  re¬ 
viewed  periodically,  at  least  every  two 
years,  and  revised  as  necessary  based 
upon  further  analyses  and  experiences 
with  their  use.  It  is  expected  that  pub¬ 
lication  of  the  Guidelines  will  contrib¬ 
ute  to  the  more  rapid  maturation  of 
the  standards  development  process. 

With  respect  to  the  roles  of  Health 
Systems  Agencies  in  achieving  the  es¬ 
tablished  target  levels,  it  is  clear  that 
their  current  authority  is  limited.  As 
noted  before.  Health  Systems  Agen¬ 
cies  have  no  authority  under  Federal 
law  to  close  existing  hospitals  or  ser¬ 
vices  nor  is  the  Federal  Government 
authorized  to  do  so.  However,  the  De¬ 
partment  believes  that  Health  Sys¬ 
tems  Plans  can  and  should  be  impor¬ 
tant  occasions  and  vehicles  for  advanc¬ 
ing  public  understanding  of  these 
issues  and  other  factors  contributing 
to  rises  in  health  care  costs  and  other 
pressing  health  problems.  Health  Sys¬ 
tems  Plans  will  be  of  little  value  if 
they  do  not  seriously  address  these 
issues. 

The  Guidelines  have  been  revised  to 
make  clear  that  the  Health  Systems 
Plans  are  to  include  provisions  which, 
if  implemented,  will  achieve  the  estab¬ 
lished  targets.  The  issuance  of  the 
Guidelines  and  the  development  of 
the  plans  should  also  speed  the  pro¬ 
cess  of  public  debate  and  decision¬ 
making  on  the  best  approaches  to  im¬ 
plementation. 

(d)  Educational  programs.  Some 
writers  have  expressed  concern  that 
the  proposed  standards  might  impair 
training  programs,  especially  for 
family  practice  and  other  types  of  pri¬ 
mary  care.  It  is  expected  that  Heailth 
Systems  Agencies  will  give  full  consid¬ 
eration  to  the  special  needs  of  training 
programs  as  they  develop  Health  Sys¬ 
tems  Plans.  Revisions  made  in  the 
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standards  should  be  helpful  to  those 
who  are  developing  programs  to  pre¬ 
pare  additional  physicians  and  nurses 
for  primary  care.  The  importance  of 
these  programs  and  their  extension 
are  strongly  supported. 

The  standard  provide  adequate 
flexibility  to  accommodate  most  train¬ 
ing  programs.  If  adjustments  are 
needed,  they  should  be  based  on  thor¬ 
ough  analyses  by  the  institutions  in¬ 
volved  and  by  the  Health  Systems 
Agencies,  especially  if  they  are  likely 
to  involve  substantial  additional  costs. 

(e)  Federal  facilities.  Many  persons 
wrote  that  it  is  inappropriate  and  une¬ 
conomical  that  the  Guidelines  do  not 
apply  to  Federal  health  care  facilities. 
Pub.  L.  93-641  does  not  provide  au¬ 
thority  to  do  so. 

There  are,  however,  many  occasions 
where  these  planning  activities  inter¬ 
act  with  Federal  programs.  The  princi¬ 
pal  health  officers  of  the  Department 
of  Defense  and  the  Veterans  Adminis¬ 
tration  as  well  as  the  Surgeon  General 
of  the  Public  Health  Service  serve  as 
members  of  the  National  Council  on 
Health  Planning  and  Development. 
Local  officials  of  the  Veterans  Admin¬ 
istration  participate  as  members  of 
local  Health  Systems  Agency  govern¬ 
ing  bodies  and  on  Statewide  Health 
Coordinating  Councils.  In  addition, 
plans  for  changes  in  the  services  of 
Defense  Department,  Veterans  Admin¬ 
istration  and  Public  Health  Service  fa¬ 
cilities  are  normally  reviewed  by  the 
relevant  Health  Systems  Agencies  and 
recommendations  are  made  by  the 
Agencies. 

The  Guidelines  have  been  modified 
to  indicate  that  local  Agencies  are  to 
take  into  account  the  services  which 
Federal  health  facilities  provide  local 
residents.  This  can  be  an  important- 
factor  in  planning;  for  example,  needs 
for  local  hospital  beds  may  be  reduced 
where  a  substantial  number  of  resi¬ 
dents  are  receiving  care  from  Federal 
hospitals. 

E.  Comments  on  Specific  Standards 

V/hile  it  is  not  possible  to  make  indi¬ 
vidual  reply  to  all  the  suggestions  and 
comments  v/hich  have  been  received 
and  taken  into  account  in  revising  the 
II  proposed  standards,  the  following 
discussion  reviews  major  substantive 
issues. 

Comments  on  General  Provisions 

In  response  to  widespread  concern 
and  comment,  the  Department  has 
modified  the  originally  proposed  gen¬ 
eral  provisions  in  several  respects. 

If  a  Health  System  Agency  (HSA) 
concludes  on  the  basis  of  in-depth 
analysis  that  one  or  more  standards 
should  be  adjusted  in  light  of  special 
conditions  or  needs,  it  may  include 
such  an  adjustment  in  its  Health  Sys¬ 
tems  Plan,  along  with  detailed  docu¬ 
mentation  of  the  circumstances  justi¬ 


fying  the  adjustment.  The  State 
Health  Planning  and  Development 
Agency  (SHPDA)  and  the  State 
Health  Coordinating  Council  (SHCC) 
will  review  proposed  adjustments  and 
the  related  analyses  and,  if  appropri¬ 
ate,  accept  proposed  adjustments  as 
part  of  the  State  Health  Plan. 

The  Department  has  further  includ¬ 
ed  general  provisions  to  indicate  that 
appropriate  adjustments  should  be 
made  to  deal  with  the  special  needs 
and  circumstances  of  Health  Mainte¬ 
nance  Organizations,  and  to  take  into 
account  the  services  provided  local 
residents  by  Federal  health  care  facili¬ 
ties. 

The  effective  date  by  which  Health 
Systems  Plans  are  to  be  consistent 
with  the  established  Guidelines  has 
been  changed.  Health  Systems  Plans 
established  after  December  31,  1978 
are  to  be  consistent  with  these  stan¬ 
dards.  RSAs  are  urged  to  consider  the 
Guidelines  in  current  planning  and 
review  activities. 

HSAs,  under  the  regulations,  are  to 
establish  goals  and  set  forth  plans 
which,  if  implemented,  will  achieve 
the  targets  set  within  five  years.  The 
Department  recognizes  that  HSAs  do 
not  have  all  the  means  that  may  be 
necessary  to  achieve  such  targets. 

1.  comments  on  standard  I  REGARDING 
HOSPITAL  BED  SUPPLY 

Numerous  commentators  questioned 
whether  this  standard  should  be  ap¬ 
plied  to  individual  health  service 
areas.  They  recommended  that  the 
standards  be  focused  on  the  nation  as 
a  whole  or  on  States,  multiple  areas  or 
smaller  service  areas.  Many  objected 
to  a  uniform  approach  for  all  health 
service  areas. 

Pub.  L.  93-641  calls  for  the  use  of 
the  National  Guidelines  by  HSAs 
which  serve  tlie  needs  of  health  ser¬ 
vice  areas.  The  standard  is  not  intend¬ 
ed  to  be  applied  uniformly  across  the 
country.  It  identifies  a  number  of  fac¬ 
tors  which  may  justify  an  adjustment, 
either  upward  or  downward,  on  the 
basis  of  analyses  of  local  conditions 
and  needs.  Other  adjustments  due  to 
unique  local  circumstances  may  also 
be  proposed.  It  is  believed  that  the 
standard  (less  than  4.0  beds/ 1000  pop¬ 
ulation)  is  an  appropriate  and  reason¬ 
able  target  as  a  ceiling  and  a  useful 
starting  point  for  analyses  by  HSAs. 
In  many  cases,  it  has  been  sho\\m  that 
necessary,  high  quality  care  can  be 
provided  with  a  much  lower  supply  of 
hospital  beds. 

Some  comments  suggested  that,  in 
order  to  take  into  account  the  wide 
variations  in  bed  supply  which  exist 
across  the  country,  a  percentage  figure 
(such  as  10%)  be  set  as  a  target  for  the 
reduction  in  beds  by  health  services 
areas.  It  was  pointed  out  the  proposed 
standard  may  involve  major  decreases 
in  some  areas  and  little  or  no  de¬ 


creases  in  other  areas.  It  was  suggest¬ 
ed  a  10%  reduction  is  more  in  line  with 
current  levels  and  may  be  more  easily 
achievable  in  many  areas.  This  ap¬ 
proach  has  not  been  accepted.  An 
across-the-board  reduction  would  tend 
to  penalize  those  areas  which  in  the 
past  have  limited  the  number  of  hospi¬ 
tal  beds. 

Some  letters  pointed  out  that  many 
other  factors  need  to  be  considered, 
such  as  demographic  characteristics  of 
the  population,  specific  types  of  facili¬ 
ties  and  beds,  patient  mix,  and  the 
availability  of  alternative  forms  of 
care.  In  a  few  instances,  a  formula  ap¬ 
proach  was  suggested  to  help  identify 
the  most  appropriate  target  level.  The 
established  standard  is  only  intended 
to  set  a  ceiling.  Individual  HSAs  are 
expected  to  undertake  more  refined 
analysis  to  identify  the  most  appropri¬ 
ate  local  target,  usually  below  the  ceil¬ 
ing,  and  to  identify  desirable  vari¬ 
ations  within  the  health  service  area. 

Several  comments  addressed  the  re¬ 
lationship  between  the  general  hospi¬ 
tal  bed  supply  standard  and  the 
supply  of  beds  in  specific  services, 
such  as  general  medical/surgical,  ob¬ 
stetrical,  pediatric,  etc.  Several  recom¬ 
mended  that  service-specific  standards 
be  developed.  Others  suggested  that 
the  Guidelines  address  different  levels 
of  care,  e.g.,  primaryi  secondary  and 
tertiary,  within  the  content  of  regiona¬ 
lized  systems.  I'he  importance  of  such 
sophisticated  targets  is  recognized.  It 
seems  premature,  however,  to  set  such 
standards  on  a  national  basis  at  the 
present.  Individual  HSAs  may  extend 
their  analysis  to  address  such  issues 
based  upon  the  resources,  information, 
and  the  technical  capabilities  at  hand. 

Several  commentators  suggested 
that  4.0  beds  per  1000  population  is 
too  high  a  target  ceiling.  It  is  not  in¬ 
tended  that  HSAs  plan  for  a  level  of 
resources  in  excess  of  that  needed  to 
adequately  serve  the  needs  of  the  com¬ 
munity.  Areas  with  a  lower  ratio 
should  sfeek  to  reduce  the  supply  fur¬ 
ther  except  in  those  cases  where  it  can 
be  demonstrated  that  reductions 
would  result  in  serious  problems  of 
access  to  needed  services  or  an  adverse 
affect  on  quality. 

Several  persons  recommended  that 
the  standard  should  focus  on  utiliza¬ 
tion  rates  (i.e.  patient  days/ 1000  popu¬ 
lation)  rather  than  on  bed  supply.  The 
statute  calls  upon  the  Department  to 
issue  resource  standards,  not  utiliza¬ 
tion  standards.  The  intimate  relation¬ 
ship  between  utilization  rates,  occu¬ 
pancy  rates,  and  bed  supply  is  recog¬ 
nized,  however.  HSAs  are  urged,  in 
cooperation  with  PSROs  and  other 
utilization  review  mechanisms,  to  ana¬ 
lyze  the  utilization  of  hospital  services 
by  residents  of  their  areas  and  to  plan 
for  appropriate  reductions  whenever 
feasible. 

Several  comments  questioned  the 
cost  savings  resulting  from  reductions 
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in  bed/population  ratios.  Differences 
among  licensed  beds,  available  beds 
and  staffed  beds  were  pointed  oiit. 
HSAs  are  urged  to  consider  entire  fa¬ 
cilities  in  their  planning.  While  analy¬ 
ses  are  usually  based  on  licensed  beds, 
it  is  recognized  that  other  factors 
must  be  considered  as  well. 

Nur.ierous  commentators  suggested 
that  the  standard  be  clarified  to  indi¬ 
cate  the  specific  type  of  beds  to  be  in¬ 
cluded,  e.g.  psychiatric.  This  sugges¬ 
tion  has  been  accepted  and  revisions 
made.  It  is  recognized  that  a  relatively 
broad  definition  is  presented.  A  similar 
approach  will  be  used  in  the  regula¬ 
tions  to  be  issued  on  State  Medical  Fa¬ 
cilities  Plans. 

Some  viewed  the  proposed  e:;ception 
for  age  (i.e.  33  percent  above  the  na¬ 
tional  average  of  those  aged  65  and 
over)  as  too  restrictive  in  view  cf  the 
recognized  significant  increase  in  need 
for  hospital  care  by  the  elderly.  A 
lower  threshhold  was  recommended, 
usually  20  percent  or  so  above  the  na¬ 
tional  average.  This  suggestion  has 
been  accepted. 

Numerous  comments  expressed  con¬ 
cern  that  the  exception  for  rural 
areas,  based  upon  a  45-minute  travel 
time  to  care,  was  too  restrictive.  It  was 
pointed  out  that  travel  time  frequent¬ 
ly  depends  upon  weather  conditions 
and  that  local  health  planning  agen¬ 
cies  often  use  30  minutes  travel  time 
as  a  planning  factor.  The  suggestion 
has  been  accepted.  The  responsibility 
of  HSAs  to  analyze  and  detei-mine 
travel  time  in  light  of  local  conditions 
and  the  importance  of  ensuring  access 
to  needed  hospital  care  have  been 
more  explicitly  emphasized. 

Some  comments  suggested  that 
greater  flexibility  be  provided  for  sea¬ 
sonal  population  fluctuations  through 
the  incorporation  of  a  provision  for 
adjustments  due  to  seasonal  factors 
other  than  those  specified.  This  sug¬ 
gestion  has  been  accepted. 

Others  suggested  that,  in  view  of  the 
range  of  needs  and  circumstances 
which  exist  across  the  country,  other 
exceptions  be  provided.  As  noted 
above,  adjustments  other  than  those 
specified  may  be  appropriate.  Such  ad¬ 
justments  are  to  be  presented  by  the 
HSA  based  upon  its  analyses,  reviewed 
by  the  SHPDA  and  SHCC,  and  if  ap¬ 
propriate  accepted  as  part  of  the  State 
Health  Plan. 

A  number  of  requests  were  received 
for  further  specificity  regarding  use  of 
the  identified  adjustments  factors. 
The  provision  concerning  referral  hos¬ 
pitals  has  been  clarified.  However, 
other  terms  have  not  been  specified  in 
the  belief  that  HSAs  should  have  the 
flexibility  to  determine  the  most  ap¬ 
propriate  uses  as  part  of  their  analy¬ 
ses. 

Others  recommended  that  attention 
be  given  to  the  potential  impact  of 
local  Federal  health  care  facilities  and 


Health  Maintenance  Organizations  on 
the  need  for  beds  and  to  the  impor¬ 
tance  of  supporting  local  activities 
aimed  at  achieving  the  national  health 
priorities  set  forth  in  Section  1502  of 
Pub.  L.  93-641.  These  recommenda¬ 
tions  have  been  accepted  and  changes 
made  in  the  “Discussion”  section. 

Other  special  circumstances  were 
also  identified,  including  needs  of  pro¬ 
grams  of  medical  education  and  re¬ 
search;  patterns  of  morbidity  and  mor¬ 
tality;  socio-economic  and  racial  char¬ 
acteristics;  personal  and  ethical  prefer¬ 
ences;  and  facilities  with  low  per  diem 
costs.  It  is  recognized  that  such  factors 
should  often  be  taken  into  account 
and  it  is  anticipated  that  HfcJAs  will  do 
so  in  the  development  of  their  plans. 

2.  COMMFinS  ON  STANDAHn  II 
CONCERNING  HOSPITAL  OCCUPANCY  RATES 

Many  commentators  applied  the 
proposed  occupancy  rate  (i.e.  over 
80%)  to  their  institution  rather  than 
on  an  area-wide  basis.  The  standard 
has  been  revised  to  make  clear  that  it 
is  to  be  applied  on  an  area-wide  basis, 
in  line  wdth  the  emphasis  in  Pub.  L. 
93-641  on  planning  on  a  commuruty- 
wide  basis. 

Numerous  comments  expressed  con¬ 
cern  that  the  specification  of  a  mini¬ 
mum  occupancy  rate  may  provide  an 
incentive  for  unnecessary  hospital  ad- 
mLssions  or  extended  lengths  of  stay. 
Revisions  have  been  made  to  empha¬ 
size  that  it  is  not  intended  that  in¬ 
creased  rates  be  achieved  through  un¬ 
necessary  utilization. 

A  number  of  suggestions  were  made 
for  changes  in  the  occupancy  rate,  in¬ 
cluding  recommendations  for  a  lower 
percentage  for  rural  areas.  The  Guide¬ 
lines  have  been  revised  to  recognize 
that  low'er  average  amiual  occupancy 
rates  are  usually  experienced  by  small¬ 
er  hospitals,  including  those  in  rural 
areas,  to  accommodate  normal  fluctu¬ 
ations  in  admissions. 

Several  comments  pointed  out  that 
empty  beds  may  not  be  so  costly  since 
they  are  often  not  staffed.  This  condi¬ 
tion  is  recognized.  However,  excess 
beds  not  only  involve  substantial  in¬ 
vestment  costs  but  often  present  irre¬ 
sistible  temptations  for  over-utiliza¬ 
tion.  It  is  believed  these  resources  are 
better  devoted  to  more  socially  useful 
purposes.  In  determining  excess  beds, 
potential  changes  in  population  must 
be  analyzed,  of  course. 

A  number  of  comments  were  re¬ 
ceived  suggesting  that  occupancy  rates 
are  best  applied  to  specific  services.  It 
was  pointed  out  that  specialized  ser¬ 
vices  should  operate  at  different  occu¬ 
pancy  rates  in  light  of  their  size  and 
nature.  Others  proposed  raising  the 
target  level  or  limiting  the  standard  to 
general  medical/surgical  beds.  It  is 
recognized  that  various  specialty  ser¬ 
vices  have  different  requirements  for 
optimal  utilization  and  that  more  so¬ 


phisticated  approaches  are  often  ap¬ 
propriate  in  analyzing  occupancy 
rates.  Many  USAs  will  choose  to  use 
such  approaches.  However,  in  view  of 
the  lack  of  available  data  in  many 
areas  on  the  number  and  utilization  of 
beds  assigned  to  specific  services,  it 
seems  premature  to  set  national  stan¬ 
dards  of  occupancy  by  service,  except 
for  obstetrical  and  pediatric  services. 

A  number  of  suggestions  were  made 
to  provide  more  specific  definitions 
and  additional  adjustments.  It  is  be¬ 
lieved  that  such  determinations  are 
best  left  to  local  analyses. 

3.  COMMENTS  ON  STANDARD  III 

CONCERNING  OBSTETRICAL  SERVICES 

Many  comments  were  received  sug¬ 
gesting  that  the  standard  be  revised  to 
take  into  consideration  the  recommen¬ 
dations  of  numerous  groups  respecting 
regional  development  of  perinatal  ser¬ 
vices.  This  approach  emphasizes  the 
importance  of  planning  comprehen¬ 
sively  for  pregnant  women  and  for 
mothers  and  their  infants,  for  estab¬ 
lishing  effective  linkages  among  var¬ 
ious  levels  of  care,  and  for  providing 
the  level  of  care  most  appropriate  to 
differing  conditions  and  risks.  A  're¬ 
gionalized  system  of  care  should  inte¬ 
grate  various  levels  of  care:  Level  I  for 
uncomplicated  cases;  Level  II  for  ser¬ 
vices  of  uncomplicated  problems  and 
the  majority  of  complicated  problems 
and  certain  neonatal  services;  and 
Level  III  for  handling  all  serious  types 
of  illnesses  and  abnormalities. 

In  response  to  these  comments,  the 
standard  has  been  rewritten  to  empha¬ 
size  a  regionalized  approach.  Primary 
attention  has  been  focused  on  the  de¬ 
velopment  and  support  of  linkages 
among  various  facilities  providing  ob¬ 
stetrical  and  related  services  so  that 
pregnant  women  will  receive  the  most 
appropriate  care  for  their  needs  and 
on  the  efficient  and  economical  oper¬ 
ation  of  the  more  expensive  Level  II 
and  III  facilities. 

Many  persons  in  rural  areas  and 
smaller  communities  expressed  consid¬ 
erable  concern  that  the  proposed  stan¬ 
dard  would  threaten  obstetrical  ser¬ 
vices  in  their  local  hospitals.  The  pro¬ 
posed  exception  for  rural  areas  ap¬ 
peared  difficult  to  apply  and  inad¬ 
equate.  It  was  pointed  out  that  the 
costs  in  such  smaller  hospitals  are  usu¬ 
ally  relatively  low.  The  revised  stan¬ 
dard  does  not  set  any  limits  for  small¬ 
er  hospitals  that  primarily  provide 
care  for  uncomplicated  births.  It  en¬ 
courages  such  hospitals  to  join  in  re¬ 
gionalized  arrangements  so  that  there 
will  be  early  and  prompt  referral  of 
any  w'omen  requiring  more  specialized 
care. 

Numerous  commentators  argued 
that  the  proposed  standard  for  the 
minimum  number  of  deliveries  was  too 
high.  Some  suggested  that  there  is  a 
lack  of  empirical  evidence  that  smaller 
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units  are  more  costly  or  provide  lower 
quality  care.  Some  felt  that  the  larger 
facilities  can  impair  access,  increase  in¬ 
convenience,  raise  costs  due  to  the  in¬ 
creasing  specialization  of  services, 
threaten  family-centered  maternity 
services  and  depersonalize  care. 

The  revised  standard  lowers  the 
threshold  to  1,500  annually,  to  be  ap¬ 
plied  to  Level  II  and  III  facilities  only. 
No  minimum  is  established  for  Level  I 
facilities  or  for  other  facilities  provid¬ 
ing  care  for  uncomplicated  cases.  The 
lower  minimum  is  in  line  with  the  poli¬ 
cies  of  many  local  and  State  health 
planning  agencies. 

Comments  were  also  received  ex¬ 
pressing  concern  that  the  distinction 
between  SMSA  and  non-SMSA  areas  is 
unrelated  to  health  care.  In  line  with 
the  emphasis  on  regionalization,  this 
distinction  has  been  dropped. 

Comments  were  received  recom¬ 
mending  the  identification  of  addition¬ 
al  factors,  such  as  birth  rates,  age, 
high  risk  populations,  teaching  institu¬ 
tions,  and  ethical  and  religious  prefer¬ 
ences.  It  is  recognized  that  such  cir¬ 
cumstances  will  often  warrant  specific 
analyses  and  consideration.  Such  ad¬ 
justments  should  be  based  on  local  cir¬ 
cumstances  and  be  part  of  local 
Health  Systems  Plans. 

Some  suggested  that  transportation 
of  high  risk  mothers  to  the  appropri¬ 
ate  level  of  care  prior  to  delivery  be 
emphasized.  This  suggestion  has  been 
accepted. 

Several  persons  indicated  that  the 
proposed  occupancy  standard  was  too 
high  and  may  foster  more  extended 
lengths  of  obstetrical  stays  than  are 
required.  Others  felt  that  the  pro¬ 
posed  standard  was  unrealistic  for  hos¬ 
pitals  with  units  of  varying  size,  given 
the  variability  of  obstetrical  demand. 
The  revised  standard  establishes  a 
standard  of  75%  occupancy  only  for 
larger  xmits  (Levels  II  and  III).  It  is 
not  intended  that  increased  occupancy 
rates  be  achieved  through  unnecessary 
hospital  admissions  or  stays. 

4.  COMMENTS  ON  STANDARD  IV 
CONCERNING  NEONATAL  SERVICES 

(Numbered  Standard  VI  in  NPRM) 

Many  commentators  urged  that  the 
standard  emphasize  a  regionalized  ap¬ 
proach,  closely  relating  services  for  ex¬ 
pectant  mothers  and  newborns.  This 
approach  would  be  in  line  with  recom¬ 
mendations  of  many  professional  asso¬ 
ciations.  The  standard  has  been  re¬ 
vised  to  emphasize  a  regionalized  ap¬ 
proach,  including  various  levels  of 
care. 

Many  comments  urged  the  standard 
be  clarified  to  indicate  whether  it  was 
intended  to  cover  only  intensive  care. 
The  revised  statement  focuses  on 
neonatal  intensive  and  intermediate 
care  beds  and  Level  II  and  III  facili¬ 
ties. 

Some  commentators  felt  that  the 
standard  should  be  more  specifically 


related  to  the  number  of  patients  at 
risk.  A  newly  added  dimension  recog¬ 
nizes  upward  adjustments  for  areas 
with  a  large  number  of  high-risk  preg¬ 
nancies. 

The  relation  of  this  standard  to 
emergency  medical  services  programs 
was  questioned.  The  standard  is  not 
intended  to  disrupt  these  programs; 
rather,  it  should  work  in  concert  with 
these  services.  Extant  infant  transport 
services  can  augment  regionalized  sys¬ 
tems. 

The  standard  regarding  minimum 
number  of  beds  v^as  the  subject  of 
comment.  Suggested  changes  ranged 
from  10  to  18  beds  per  imit.  The  stan¬ 
dard  has  been  lowered  to  15  beds  and 
no  specific  breakdown  is  given  in  order 
to  provide  flexibility.  The  purpose  of 
this  standard  is  to  ensure  that  the  spe¬ 
cially  staffed  and  equipped  special 
care  unit  will  serve  a  sufficiently  large 
poplulation  to  jusitfy  its  costs. 

Some  commentators  pointed  out 
that  special  arrangements  are  some¬ 
times  necessary  to  ensure  that  services 
are  available  to  geographically  remote 
areas  because  of  the  difficult  travel 
problems  involved  for  both  the  child 
and  parents.  A  provision  has  been  in¬ 
cluded  to  recognize  that  in  some  cases 
smaller  Level  II  units  may  be  justifi¬ 
able.  Because  of  the  more  sp.ecialized 
services  necessary,  smaller  Level  III 
units  are  not  indicated.  Additional  em¬ 
phasis  has  also  been  included  on  the 
importance  of  ensuring  adequate 
transportation  arrangements. 

COMMENTS  ON  STANDARD  V  CONCERNING 
PEDIATRIC  UNITS 

(Numbered  Standard  IV  in  NPRM) 

The  term  “pediatric  units”  has 
caused  confusion.  Some  writers  inter¬ 
preted  the  term  to  refer  to  all  pediat¬ 
ric  services  and  expressed  alarm  that 
the  care  of  children  in  smaller  hospi¬ 
tals,  especially  rural  hospitals,  would 
be  impaired.  Others  expressed  concern 
that  the  closing  of  smaller  units  might 
result  in  poorer  care  for  children  if 
they  were  relocated  among  adults.  It 
was  frequently  noted  that  hospitals  in 
smaller  communities,  especially  in 
rural  areas,  do  not  include  discrete  pe¬ 
diatric  units.  It  was  also  urged  that 
the  definition  include  children’s  hospi¬ 
tals. 

The  standard  has  been  revised  to 
specifically  include  children’s  hospi¬ 
tals  and  to  limit  its  focus  to  hospitals 
in  urbanized  areas.  This  is  aimed  at 
clarifying  the  intent  to  focus  attention 
on  larger,  more  costly  facilities  and  to 
encourage  inter-institutional  arrange¬ 
ments  in  areas  with  multiple  re¬ 
sources. 

Many  writers  objected  to  limiting 
the  definition  of  pediatric  care  to  pa¬ 
tients  under  15  years  old.  Suggested 
changes  ranged  from  under  16  years  to 
age  21.  The  definition  has  been  ex¬ 
panded  to  age  18  in  order  to  be  more 


• 

consistent  with  national  norms.  A 
larger  patient  population  will  broaden 
the  base  for  both  service  and  training. 

Several  comments  mentioned  that 
the  size  of  pediatric  units  should  re¬ 
flect  the  socio-economic  and  health 
needs  of  the.  community.  The  concept 
of  regionalized  plans  responds  to  this 
concern  inasmuch  as  each  plan  should 
consider  community-related  resources 
and  requirements. 

Many  noted  that  volume  alone  does 
not  ensure  quality  or  cost-effective¬ 
ness.  The  intention  of  the  minimum 
bed  standard  is  to  encourage  consoli¬ 
dation  of  services  specifically  related 
to  pediatric  care  in  order  to  better 
meet  the  special  needs  of  children. 

The  minimum  number  of  beds  set 
for  a  pediatric  unit  caused  problems 
for  some  respondents.  Several  com¬ 
mentators  stated  that  a  range  would 
be  more  appropriate  while  others  felt 
that  the  20-bed  minimum  was  too 
high.  Since  the  standard  has  been  fo¬ 
cused  on  urbanized  areas  (communi¬ 
ties  exceeding  50,000  population)  with 
larger  hospitals,  the  target  level  seems 
appropriate. 

With  regard  to  the  travel  time  provi¬ 
sion,  commentators  suggested  changes 
ranging  from  20  minutes  to  ?0  minutes 
as  well  as  the  need  to  consider  the  lo¬ 
cation  of  alternative  units.  The  30- 
minute  standard  has  been  retained  in¬ 
asmuch  as  it  insures  close  proximity  to 
parents. 

Several  respondents  questioned 
whether  or  not  the  30-minute  require¬ 
ment  was  under  normal  travel  condi¬ 
tions.  It  is  the  responsibility  of  the 
HSA  to  analyze  and  determine  travel 
times. 

Several  writers  questioned  whether 
the  reference  to  10  percent  or  more  of 
the  population  refers  to  the  pediatric 
population  or  the  entire  population.  It 
includes  the  entire  population  since 
adults  as  well  as  children  are  involved 
in  traveling  to  the  units. 

6.  COMMENTS  ON  STANDARD  VI  REGARDING 
PEDIATRIC  OCCUPANCY  RATES 

(Numbered  Standard  V  in  NPRM) 

Some  comments  questioned  the  pro¬ 
posed  occupancy  rates.  Some  stated 
.they  were  too  permissive  for  densely 
populated  areas;  others  suggested  one 
standard  regardless  of  the  unit  size; 
and  many  recommended  that  the  vari¬ 
able  rates  be  retained  but  the  levels 
decreased.  Some  warned  that  in  order 
to  attain  the  occupancy  requirements, 
patients  marginally  in  need  of  care 
might  be  admitted  or  average  length 
of  stay  might  be  increased.  Several 
writers  suggested  the  need  for  an  occu¬ 
pancy  rate  for  imits  with  fewer  than 
20  beds. 

Variable  occupancy  rates  have  been 
retained  in  order  to  focus  on  varying 
requirements  of  differently  sized 
units.  The  levels  have  been  reduced  by 
5  percent  for  larger  units  to  reflect  the 
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concerns  expressed  by  many.  The 
standard  is  not  intended  to  encourage 
questionable  admissions  or  increased 
lengths  of  stay. 

7.  COMMENTS  ON  STANDARD  VII 
CONCERNING  OPEN  HEART  SURGERY 

Numerous  comments  were  received 
recommending  the  inclusion  of  a  spe¬ 
cific  provision  differentiating  between 
adult  and  pediatric  cardiac  surgery.  A 
provision  has  been  added  for  a  mini¬ 
mum  of  100  open  heart  procedures  an¬ 
nually  in  any  institution  in  which  pe¬ 
diatric  surgery  is  performed,  of  which 
at  least  75  should  be  open  heart  sur¬ 
gery. 

Several  comments  emphasized  the 
importance  of  the  surgical  team  and 
recommended  that  the  standard  for 
the  minimum  number  of  surgical  pro¬ 
cedures  be  made  to  apply  to  surgical 
teams  rather  than  institutions.  While 
the  importance  of  the  surgical  team  is 
recognized,  the  suggestion  for  change 
in  the  standard  has  not  been  adopted 
in  view  of  the  other  costly  resources 
involved  in  the  work  of  the  open  heart 
surgical  team,  and  the  focus  of  the 
standards  on  institutional  capacities. 

Several  comments  were  received  re¬ 
questing  further  definition  of  terms, 
such  as  “open  heart”  surgery  and 
“procedures”.  A  request  was  also  made 
that  the  ICDA  codes  constituting  open 
heart  surgery  procedures  be  specified. 
A  definition  has  been  added  in  the 
“Discussion”  section. 

A  few  comments  recommended  that 
population-based  need  criteria  be  in¬ 
cluded.  While  the  importance  of  popu¬ 
lation-based  guidelines  is  recognized, 
there  are  currently  no  broadly  recog¬ 
nized  criteria  for  determining  a  popu¬ 
lation  base  for  open  heart  surgery  pro¬ 
cedures. 

Numerous  comments  were  received 
pointing  out  the  need  for  a  develop¬ 
mental  period  of  time  for  phasing  in 
new  open  heart  units.  The  suggestion 
has  been  accepted  and  a  provision  has 
been  added  for  a  phase-in  period  of 
three  years  for  new  services. 

A  suggestion  was  made  that  the  200 
minimum  caseload  be  limited  to  SMSA 
areas  with  over  100,000  population.  In 
view  of  the  highly  specialized  nature 
of  open  heart  surgery,  this  suggestion 
has  not  been  accepted. 

Numerous  comments  were  specifical¬ 
ly  addressed  to  the  requirement  for 
350  open  heart  surgery  procedures 
prior  to  opening  up  a  new  unit.  Some 
comments  objected  to  the  requirement 
as  too  high  and  suggested  lower  alter¬ 
native  thresholds.  Others  pointed  out 
that  some  existing  programs  could  not 
economically  be  expanded  to  that 
level.  Others  were  concerned  by  the 
potential  constraints  on  competition. 
The  target  level  has  riot  been  revised 
since  it  is  believed  to  be  a  reasonable 
level.  In  extraordinary  situations,  how¬ 
ever,  HSAs  are  expected  to  prepare  ap¬ 


propriate  analyses  and  develop  a  justi¬ 
fiable  adjustment  in  the  standard. 

A  number  of  other  reasons  for  ex¬ 
ceptions  were  suggested,  including 
teaching  institutions,  research  pur¬ 
poses,  geographic  configurations,  and 
other  circumstances.  HSAs  are  expect¬ 
ed  to  consider  these  needs  as  they  de¬ 
velop  their  Health  Systems  Plans. 

8.  COMMENTS  ON  STANDARD  VIII  CONCERN¬ 
ING  CARDIAC  CATHETERIZATION  UNIT 

SERVICES 

A  number  of  comments  were  re¬ 
ceived  regarding  the  minimum  volume 
of  procedures  specified  in  Part  A. 
While  some  endorsed  the  recommend¬ 
ed  caseload,  others  recommended  that 
the  volume  be  reduced  in  view  of  the 
restrictive  definition  of  procedures 
used.  The  minimum  volume  encom¬ 
passing  overall  procedures  has  not 
been  revised  downward,  but  a  provi¬ 
sion  has  been  added  to  clarify  that  in¬ 
tracardiac  and/or  coronary  artery 
catheterization  procedures  should  con¬ 
stitute  at  least  200  of  the  total  proce¬ 
dures. 

Several  comments  expressed  the 
need  for  a  period  of  time  for  phasing 
in  new  units.  This  suggestion  has  been 
accepted  and  the  Guidelines  revised  to 
reflect  a  phase-in  of  three  years. 

Suggestions  were  also  received  for 
lowering  the  minimum  volume  for  pe¬ 
diatric  cardiac  catheterization  units. 
In  view  of  the  highly  specialized 
nature  of  these  procedures,  the  stan¬ 
dard  has  not  been  revised. 

Several  comments  were  received  re¬ 
questing  further  definition  of  terms.  A 
request  w<is  also  made  that  the  ICDA 
codes  be  indicated.  While  the  ICDA 
codes  have  not  been  specified,  it 
should  be  noted  that  the  guidelines 
refer  specifically  to  intracardiac  and/ 
or  coronary  artery  catheterization. 

Some  comments  were  received  ob¬ 
jecting  to  the  requirement  that  new 
cardiac  catheterization  units  be 
opened  only  in  facilities  performing 
open  heart  surgery.  Recommendations 
were  made  that  the  provision  be  de¬ 
leted,  that  HSAs  determine  the  opti¬ 
mal  location  of  facilities,  or  that  re¬ 
quirements  for  inter-institutional 
agreements  be  substituted.  It  was 
pointed  out  that  some  existing  units 
have  close,  effective  working  relations 
with  open  heart  surgery  programs. 
While  different  views  on  this  subject 
are  recognized,  the  standard  has  not 
been  revised  since  it  is  believed  to  be 
the  most  desirable  approach  for  new 
units  in  terms  of  quality  and  cost. 

Some  comments  objected  to  the  re¬ 
quirement  that  no  additional  units  be 
opened  unless  the  projected  number  of 
studies  is  greater  than  500.  A  variety 
of  suggestions  were  made,  including 
higher  levels.  The  standard  has  not 
been  revised  since  it  is  reasonable  and 
soundly  based.  Concern  was  also  ex¬ 
pressed  with  the  possible  effect  on 


competition  of  requiring  a  threshold 
of  500  procedures  in  existing  units 
prior  to  opening  a  new  unit.  It  was 
suggested  that  this  requirement  might 
preclude  the  development  of  new  units 
and  create  monopolistic  situations.  It 
is  believed  that  expansion  of  costly  re¬ 
sources  should  usually  take  place  only 
where  there  is  adequate  utilization  of 
existing  resources.  * 

A  number  of  exceptions  were  sug¬ 
gested,  including  provisions  for  geog¬ 
raphy,  accessibility,  referral  centers, 
teaching  hospitals,  and  other  circum¬ 
stances.  No  exceptions  have  been  in¬ 
cluded  but  it  is  expected  that  HSAs 
will  carefully  consider  these  circum¬ 
stances  in  the  development  of  Health 
Systems  Plans. 

Several  comments  were  received  on 
the  importance  of  quality  controls  in 
cardiac  catheterization.  The  impor¬ 
tance  of  utilization  reviews  and  out¬ 
come  evaluations  in  assuring  the  ne¬ 
cessity  and  quality  of  procedures  is 
recognized.  The  minimum  volume 
standards  are  designed  to  promote 
quality  through  specialized  facilities 
and  the  maintenance  and  development 
of  necessary  skills. 

9.  COMMENTS  ON  STANDARD  IX 
CONCERNING  RADIATION  THERAPY 

Confusion  resulted  from  the  refer¬ 
ence  in  the  proposed  standard  to  450 
new  cancer  cases,  of  which  two-thirds 
were  expected  to  require  radiation 
therapy.  Some  suggested  that  this  be 
changed  to  a  minimum  of  300  cases  re¬ 
quiring  treatment.  Such  a  revision  has 
been  made. 

A  few  writers  pointed  out  that  the 
incidence  of  cancer  varies  among  areas 
and  that,  therefore,  the  150,000  popu¬ 
lation  base  will  not  always  apply.  Such 
variation  is  recognized  and  the  stan¬ 
dard  provides  sufficient  flexibility  for 
HSAs  to  take  this  fact  into  account  as 
part  of  their  analyses  in  developing 
Health  Systems  Plans. 

It  was  pointed  out  that  a  period  of 
time  is  usually  necessary  for  a  new 
unit  to  build  up  to  a  minimum  work¬ 
load.  A  provision  has  been  added  for  a 
three-year  developmental  period. 

Some  comments  objected  to  the  re¬ 
quirement  that  all  units  in  an  area 
should  be  operating  at  capacity  before 
a  new  unit  is  approved.  They  noted 
that  since  the  process  of  approval  is 
often  long,  arrangements  may  need  to 
be  made  several  years  in  advance;  fur¬ 
thermore,  it  may  not  be  practical  for 
certain  units  to  expand  their  load  and 
desirable  competition  may  be  discour¬ 
aged.  The  standard  provides  flexibility 
for  advance'  approval  of  new  units 
when  an  existing  imit  is  expected  to 
achieve  the  target  level.  In  special 
cases  when  all  existing  units  can  not 
reasonably  be  expected  to  reach  the 
target  level  and  a  new  imit  is  appropri¬ 
ate,  the  HSA  may  call  for  an  adjust¬ 
ment  in  the  standard  as  part  of  its 
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plan,  based  on  its  analyses  of  local 
conditions  and  needs. 

A  number  of  writers  recommended 
the  target  level  be  reduced  below  7,500 
treatments.  Suggested  changes  ranged 
between  5,000  and  6,500.  It  was  also 
pointed  out  that  the  difference  in  pa¬ 
tient  mix  affects  the  niunber  of  treat¬ 
ments  that  can  be  handled.  The  stan¬ 
dard  has  been  reduced  to  6,000  treat¬ 
ments  per  year  in  line  with  the  sugges¬ 
tions  received. 

The  importance  of  defining  the  term 
“treatment”  was  often  pointed  out. 
This  has  been  done  in  the  “Discus¬ 
sion”  section. 

Many  writers  proposed  a  provision 
to  address  the  needs  of  geographically 
isolated  areas.  They  emphasized  that 
many  patients  experience  serious  diffi¬ 
culties  in  traveling  substantial  dis¬ 
tances  to  obtain  necessary  courses  of 
treatment.  A  provision  has  been  added 
to  address  these  situations,  based  on 
analyses  by  the  local  HSA. 

10.  COMMENTS  ON  STANDARD  X  CONCERN¬ 
ING  COMPUTED  TOMOGRAPHIC  SCANNERS 

Some  commentators  objected  to  the 
issuance  of  a  standard  on  this  topic. 
They  emphasized  the  CT  scanning 
techniques  and  equipment  are  rapidly 
changing  and  that  more  extensive  uses 
and  less  costly  machines  are  being  de¬ 
veloped.  The  important  contribution 
of  these  procedures  as  a  diagnostic 
tool,  when  appropriately  used,  is  rec¬ 
ognized.  The  standard  provides  sub¬ 
stantial  flexibility  to  ensure  that  fur¬ 
ther  desirable  developments  will  not 
be  impaired,  while  encouraging  in¬ 
creased  emphasis  on  appropriate  utili¬ 
zation  and  cost  consciousness.  The 
standard  will  be  evaluated  periodically 
to  determine  whether  revisions  are 
needed  in  light  of  new  knowledge  and 
practices. 

Many  communications  emphasized 
that  body  scans  usually  require  more 
time  than  head  scans.  It  was  urged 
that  these  differences  be  reflected  in 
the  standard;  one  suggested  approach 
was  a  weighting  formula.  These  differ¬ 
ences  are  recognized,  but  it  is  believed 
that  sufficient  flexibility  has  been  in¬ 
cluded  in  the  standard  to  take  them 
into  accoimt.  It  does  not  seem  desir¬ 
able  to  set  separate  standards  for  head 
and  body  procedures  since  this  could 
result  in  more  costly  arrangements.  As 
additional  information  is  available,  a 
weighting  scheme  may  be  proposed  in 
the  future. 

Many  objected  to  the  threshold  of 
4,000  patient  procedures.  It  was 
argued  tha^  such  an  intensive  work 
schedule  could  impose  hardships  on 
patients  and  staff.  The  standard  has 
been  modified  to  re-emphasize  the 
2,500  target.  It  does  not  seem  unrea¬ 
sonable  that  this  equipment  should  be 
used  routinely  more  than  40  hours  a 
week,  as  is  done  in  most  hospitals. 

Some  comments  urged  that  the  stan¬ 
dard  concerning  the  use  of  existing 
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equipment  be  deleted  and  each  pro¬ 
posal  for  new  equipment  be  considered 
by  itself.  They  argued  that  it  was 
unfair  and  undesirable  to  delay  pur¬ 
chase  by  one  facility  because  an  exist¬ 
ing  unit  was  not  being  effectively  used. 
These  views  do  not  appear  to  take  into 
account  the  commxmity-wlde  planning 
concepts  that  are  integral  to  Pub.  L. 
93-641. 

The  proposed  standard  concerning 
the  determination  of  charges  was 
questioned  by  many  writers  as  being 
beyond  the  scope  of  the  National 
Guidelines.  Others  suggested  a  uni¬ 
form  cost-based  methodology  be  intro¬ 
duced.  This  provision  has  been  de¬ 
leted.  It  is  urged  that  charges  for  scan¬ 
ning  be  carefully  re-evaluated  and  be 
reduced  to  the  maximum  extent  feasi¬ 
ble  in  light  of  more  widespread  and  ef¬ 
ficient  utilization. 

The  proposed  provision  concerning 
data  collection  was  felt  by  many  to  be 
undesirable  as  a  routine  requirement 
and  to  involve  excessive  costs.  The  de¬ 
tailed  specifications  have  been  deleted; 
a  recommended  data  set  will  be  pub¬ 
lished  separately  in  the  near  future. 
Provision  for  a  supplementary  routine 
utilization  review  mechanism  has  been 
added,  in  line  with  a  number  of  sug¬ 
gestions. 

Questions  were  raised  concerning 
the  definition  of  “patient  procedure.” 
This  issue  has  been  addressed  in  the 
“Discussion”  section. 

Many  commentators  expressed  the 
concern  that  imposition  of  a  standard 
would  encourage  unnecessary  utiliza¬ 
tion.  The  standard  has  been  modified 
to  specify  that  only  “medically  neces¬ 
sary”  procedures  are  to  be  considered. 

It  has  been  urged  that  the  standard 
emphasize  that  it  applies  to  all  opera¬ 
tors  of  scanners  regardless  of  location. 
This  has  been  done. 

11.  COMMENTS  ON  STANDARD  XI 

CONCERNING  END-STAGE  RENAL  DISUSE 

Many  of  the  comments  received 
urged  the  current  regulations  be 
amended  to  give  further  support  to 
self  dialysis  and  to  encourage  in¬ 
creased  utilization  of  existing  units. 
Clarification  of  realtionships  between 
the  end-stage  renal  dialysis  program 
and  the  health  planning  program  was 
recommended  by  some  writers.  The 
Health  Care  Financing  Administration 
is  currently  reassessing  the  established 
regulations;  the  comments  received 
have  been  made  available  to  them  for 
consideration  in  that  process. 

Accordingly,  it  is  proposed  42  CFR 
be  amended  by  adding  thereto  a  Part 
121  as  set  forth  below. 

Note.— The  Department  of  Health,  Educa¬ 
tion,  and  Welfare  has  determined  that  this 
document  does  not  contain  a  major  proposal 
requiring  preparation  of  an  Inflation 
Impact  Statement  under  Executive  Order 
11821  and  OMB  Circular  A-107. 
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PART  121— NATIONAL  GUIDELINES  FOR 
HEALTH  PLANNING 

Subporl  A— General  Provisions 

S^c 

121.1  Definitions. 

121.2  Purpose  and  scope. 

121.3  Applicability  of  national  guidelines 
to  Health  Systems  Plans. 

121.4  Applicability  of  national  guidelines 
to  State  health  plans. 

121.5  Responsibility  of  health  systems 
agencies. 

121.6  Adjustment  of  standards  for  particu¬ 
lar  Health  Systems  Plans. 

Subporf  B— National  Health  Planning  Goals 
[Reserved] 

Subpart  C — Stondords  Respecting  the  Appropriate 
Supply,  Distribution,  and  Organization  of  Health 
Resources 

121.201  General  hospitals— Supply. 

121.202  General  hospitals— Occupancy 

rate. 

121.203  Obstetrical  services. 

121.204  Neonatal  special  care  units. 

121.205  Pediatric  inpatient  services— 

Number  of  beds. 

121.206  Pediatric  inpatient  services— Occu¬ 
pancy  rates. 

121.207  Open  heart  surgCTy. 

121.208  Cardiac  catheterization  unit  ser¬ 
vices. 

121.209  Radiation  therapy. 

121.210  Computed  Tomographic  Scanners. 

121.211  End-stage  renal  disease  (ESRD). 

Authority.— Sec.  1501,  Public  Health  Ser¬ 
vice  Act,  88  Stat.  2227  (41  U.S.C.  300k-l).* 

Subpart  A — General  Provitionc 

§  121.1  Definitions. 

Terms  used  herein  shall  have  the 
meanings  given  them  in  42  CFR  122.1. 

§  121.2  Purpose  and  scope. 

Section  1501  of  the  Public  Health 
Service  Act  requires  the  Secretary  to 
issue,  by  regulation,  national  guide¬ 
lines  for  health  planning.  The  guide¬ 
lines  are  to  include  national  health 
planning  goals  (section  1501(b)(2))  and 
standards  respecting  the  supply,  distri¬ 
bution,  and  organization  of  health  re¬ 
sources  (section  1501(b)fl)).  This  sub¬ 
part  includes  general  provisions  appli¬ 
cable  to  such  goals  and  standards: 
Subpart  B  of  this  part  sets  forth  spe¬ 
cific  national  health  planning  goals; 
and  Subpart  C  sets  forth  specific  stan¬ 
dards  respecting  the  supply,  distribu¬ 
tion,  and  organization  of  health  re¬ 
sources. 

§  121.3  Applicability  of  national  guidelines 
to  Health  Systems  Plans. 

Section  1513(b)(2)  of  the  Act  re¬ 
quires  health  systems  agencies,  in  the 
development  of  their  Health  Systems 
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Plans,  tq  give  “appropriate  consider¬ 
ation”  to  the  national  guidelines  for 
health  planning.  Health  Systems 
Plans  must  also  “take  into  account” 
and  be  “consistent  with”  the  stan¬ 
dards  respecting  the  supply,  distribu¬ 
tion,  and  organization  of  health  re¬ 
sources  set  forth  in  Subpart  C  of  this 
part. 

(a)  Meaning  of  “consistent  with.”  A 
Health  Systems  Plan  will  be  consid¬ 
ered  “consistent  with”  a  standard  set 
forth  in  Subpart  C  of  this  part  where 
it:  (1)  Establishes  a  goal  which  is  not 
in  excess  of  the  level  set  forth  in  the 
standard  where  that  level  is  stated  as 
a  maximum,  dr  not  less  than  the  level 
set  forth  in  the  standard  where  that 
level  is  stated  as  a  minimum,  and  (2) 
includes  plans  which,  if  implemented, 
are  reasonably  calculated  to  achieve 
that  goal  within  five  years,  except 
where  a  specific  adjustment  is  justi¬ 
fied  in  accordance  with  Subpart  C  of 
this  Part  or  §  121.6. 

(b)  Effective  date.  Health  Systems 
Plans  established  after  December  31, 
1978,  must  be  consistent  with  each 
standard  set*forth  in  Subpart  C  of  this 
part. 

§  121.4  Applicability  of  national  guidelines 
to  State  health  plans. 

Each  State’s  State  health  plan  devel¬ 
oped  under  Title  XV  of  the  Act  must 
be  “made  up  of”  the  Health  Systems 
Plans  of  the  health  systems  agencies 
within  the  State,  revised  as  found  nec¬ 
essary  by  the  Statewide  Health  Co¬ 
ordinating  Council  to  achieve  their  ap¬ 
propriate  coordination  with  each 
other  or  to  deal  more  effectively  with 
Statewide  health  needs.  Section 
1524(c)(2)(A)  of  the  Act.  Since  Health 
Systems  Plans  must  individually  give 
appropriate  consideration  to  the  na¬ 
tional  guidelines  for  health  planning 
and  take  into  account  and  be  consis¬ 
tent  with  the  standards  respecting  the 
supply,  distribution,  and  organization 
of  health  resources,  the  State  health 
plan  will  accordingly  reflect  the  guide¬ 
lines. 

§  121.5  Responsibility  of  health  systems 
agencies. 

Subject  to  the  authority  of  the 
Statewide  Health  Coordinating  Coim- 
cil  to  require  the  revision  of  Health 
Systems  Plans  under  section 
1524(c)(2)(A)  of  the  Act,  each  health 
systems  agency  is  responsible  for  ana¬ 
lyzing  the  needs  and  conditions  in  its 
health  service  area  and  applying  the 
national  guidelines  for  health  plan¬ 
ning  in  the  development  of  its  Health 
Systems  Plan,  including  the  need  for 
adjustments. 

§  121.6  Adjustments  of  standards  for  par¬ 
ticular  Health  Systems  Plans. 

Subpart  C  of  this  part  includes  pro¬ 
visions  for  adjustment  of  individual 
standards.  In  addition: 


(a)  Health  systems  agencies  must 
make  such  adjustments  as  may  be  nec¬ 
essary: 

( 1 )  To  take  into  account  special 
needs  and  circumstances  of  Health 
Maintenance  Organizations;  and 

(2)  To  take  into  account  services 
available  to  local  residents  from  Fed¬ 
eral  health  care  facilities. 

(b)  Whenever  a  health  systems 
agency  concludes,  on  the  basis  of  a  de¬ 
tailed  analysis,  that  development  of  a 
Health  Systems  Plan  consistent  with 
one  or  more  of  the  standards  set  forth 
in  Subpart  C  of  this  part  would  result 
in: 

(1)  Residents  of  the  health  service 
area  not  having  access  to  necessary 
health  services; 

(2)  Significantly  increased  costs  of 
care  for  a  substantial  number  of  pa¬ 
tients  in  the  area;  or 

(3)  The  denial  of  care  to  persons 
with  special  needs  resulting  from 
moral  and  ethical  values; 

and  that  result  cannot  be  avoided 
through  use  of  the  adjustments  spe¬ 
cifically  provided  for  in  the  standard 
or  in  paragraph  (a)  of  this  section,  the 
agency  may  include  in  the  Health  Sys¬ 
tems  Plan  a  special  adjustment  of  the 
standard  or  standards  which  will  avoid 
this  result.  Whenever  a  special  adjust¬ 
ment  is  so  included,  the  plan  must  also 
contain  a  detailed  justification  for  the 
adjustment  and  documentation  of  the 
circumstances  that  are  the  basis  of  the 
justification.  In  the  case  of  an  adjust¬ 
ment  included  on  the  basis  of  subpara¬ 
graph  (1)  or  (2)  of  this  paragraph,  the 
plan  must  further  include  an  analysis 
indicating  whether  the  need  for  such 
an  adjustment  is  permanent.  If  it  is, 
the  supporting  rationale  must  be  docu¬ 
mented  and  if  it  is  not.  an  estimate 
must  be  included  of  how  long  inclusion 
of  the  adjustment  will  be  required 
along  with  a  detailed  justification  for 
that  length  of  time. 

(c)  Any  proposed  adjustment  imder 
this  section  and  the  analyses  support¬ 
ing  it  must  be  reviewed  by  the  State 
health  planning  and  development 
agency  in  its  preparation  or  review  of 
the  preliminary  State  health  plan 
under  section  1523(a)(2)  of  the  Act 
and  by  the  Statewide  Health  Coordi¬ 
nating  Council  in  its  preparation  or 
review  of  the  State  health  plan  under 
section  1524(c)(2)  of  the  Act.  On  the 
basis  of  that  review,  and  consistent 
with  Statewide  health  needs  and  the 
need  to  coordinate  Health  Systems 
Plans  as  determined  by  the  Statewide 
Health  Coordinating  Council,  the  ad¬ 
justment  may  be  made  part  of  the 
State  health  plan.  The  Statewide 
Health  Coordinating  Council  shall 
report  its  comments  on  and  disposition 
of  the  proposed  adjustments  to  the 
Secretary  under  section  1524(c)(1)  of 
the  Act. 


Subpart  B — Notional  Hoalth  Planning  Goal* 
[Rosorvod] 

Subpart  C — Standard*  Ro*pecting  tho  Appro- 
priato  Supply,  Diatribution,  ond  Organization 
of  Hoalth  Roswrco* 

§  121.201  General  hospitals— Bed  supply. 

(a)  Standard.  There  should  be  less 
than  four  non-Federal,  short-stay  hos¬ 
pital  beds  for  each  1,000  persons  in  a 
health  service  area  except  under  ex¬ 
traordinary  circumstances.  For  pur¬ 
poses  of  this  section,  short-stay  hospi¬ 
tal  beds  include  all  non-Federal  short- 
stay  hospital  beds  (including  general 
medical/surgical,  children’s,  obstetric, 
psychiatric,  and  other  shoit-stay  spe¬ 
cialized  beds).  Conditions  which  may 
justify  adjustments  to  this  ratio  for  a 
health  service  area  are: 

(1)  Age.  Individuals  65  years  of  age 
and  older  have  a  higher  hospital  utili¬ 
zation  rate— up  to  four  times  that  of 
the  general  population— than  any 
other  age  group.  Bed-population  ratios 
for  health  ser^ce  areas  in  which  the 
percentage  of  elderly  people  is  signifi¬ 
cantly  higher  (more  than  12  percent 
of  the  population)  than  the  national 
average  may  be  planned  at  a  higher 
ratio,  based  on  analyses  by  the  HSA. 

(2)  Seasonal  population  fluctu¬ 
ations.  Large  seasonal  variations  in 
hospital  utilization  may  justify  higher 
ratios.  Plans  should  reflect  vacation 
and  recreation  patterns  as  well  as  the 
needs  of  migrant  workers  and  other 
factors  causing  unusual  seasonal  vari¬ 
ations. 

(3)  Rural  areas.  Hospital  care  should 
be  accessible  within  a  reasonable 
period  of  time.  For  example,  in  niral 
areas  in  which  a  majority  of  the  resi¬ 
dents  would  otherwise  be  more  than 
30  minutes  travel  time  from  a  hospital, 
the  HSA  may  determine,  based  on 
analyses,  that  a  bed-population  ratio 
of  greater  than  4.0  per  1,000  persons 
may  be  justified. 

(4)  Urban  areas.  Large  numbers  of 
beds  in  one  part  of  a  Standard  Metro¬ 
politan  Statistical  Area  (SMSA)  may 
be  compensated  for  by  fewer  beds  in 
other  parts  of  the  SMSA.  Health  ser¬ 
vice  areas  which  include  a  part  of  an 
SMSA  may  plan  for  bed-population 
ratios  higher  than  4.0  per  1,000  per¬ 
sons  reflecting  existing  patterns  if 
there  Is  a  joint  plan  among  all  HSAs 
serving  the  SMSA  which  provides  for 
less  than  4.0  beds  per  1,000  persons  in 
the  SMSA  as  a  whole. 

(5)  Areas  unth  referral  hospitals.  In 
the  case  of  referral  institutions  which 
provide  a  substantial  portion  of  spe¬ 
cialty  services  to  individuals  not  resid¬ 
ing  in  the  area,  the  HSA  may  exclude 
from  its  computation  of  bed-popula¬ 
tion  ratio  the  beds  utilized  by  referred 
patients  who  reside  outside  both  the 
SMSA  and  the  HSA  in  which  the  fa¬ 
cility  is  located. 

(b)  Discussion.  There  Is  general 
agreement  that  the  number  of  general 
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hospital  beds  in  the  United  States  is 
significantly  in  excess  of  what  is 
needed  and  that  utilization  of  acute 
in-patient  care  resources  is  often 
higher  than  necessary.  Excess  bed  ca¬ 
pacity  and  use  contribute  to  the  high 
cost  of  hospital  care  with  little  or  no 
health  benefits.  Empty  beds  are  often 
filled  by  patients  who  could  be  cared 
for  as  well  or  better  in  less  expensive 
ways,  such  as  ambulatory  care  or 
home  care.  The  Institute  of  Medicine’s 
Report  on  “Controlling  the  Supply  of 
Hospital  Beds”  in  1976  recommended 
that  the  nation  should  achieve  at  least 
a  10  percent  reduction  in  the  bed  pop¬ 
ulation  ratio  in  the  next  five  years  and 
further  significant  reductions  there¬ 
after.  The  Institute  statement  noted: 
“This  would  mean  a  reduction  from 
the  current  national  average  of  ap¬ 
proximately  4.4  non-Federal  short¬ 
term  general  hospital  beds  per  1,000 
population  to  a  national  average  of  ap¬ 
proximately  4.0  in  five  years  and  well 
below  that  in  the  years  to  follow.” 
Similarly  a  study  reported  by  Inter- 
Study  of  Minneapolis.  Minn,  the  same 
year  concluded  that  a  10  percent  re¬ 
duction  in  hospital  bed  supply  would 
be  a  desirable  and  reasonable  first  step 
toward  reducing  excess  hospital  capac¬ 
ity.  As  part  of  the  process  for  deter¬ 
mining  this  standard,  the  Department 
reviewed  projections  in  State  health 
facilities  planning  plans.  Such  plans 
have  set  targets  for  future  hospital 
bed  supply  that,  on  an  aggregate  na¬ 
tionwide  basis,  project  just  under  4.0 
beds  per  thousand.  Many  States  set 
lower  targets.  Health  Maintenance  Or¬ 
ganizations  and  similar  groups  have 
shown  that  high  quality  care  can  be 
provided  with  less  than  3.0  beds  per 
1,000  population.  Thus,  4.0  beds  per 
1,000  population  is  a  ceiling,  not  an 
ideal  situation.  HSAs  are  expected  to 
identify  the  desirable  local  ratio,  work¬ 
ing  closely  with  the  State  Health  Plan¬ 
ning  and  Development  Agency  and  the 
Statewide  Health  Coordinating  Coun¬ 
cil.  It  is  anticipated  that  in  subsequent 
plans  HSAs  will  be  required  to  indicate 
how  they  will  reach  a  bed-population 
ratio  of  less  than  3.7  per  1,000  popula¬ 
tion,  except  under  extraordinary  cir¬ 
cumstances.  HSAs  whose  areas  are 
now  below  the  4.0  per  1,000  level  are 
urged  to  attempt  to  decrease  bed-pop¬ 
ulation  ratios  below  3.7  per  1,000  popu¬ 
lation.  In  areas  where  Federal  medical 
facilities  and  Health  Maintenance  Or¬ 
ganizations  provide  substantial  ser¬ 
vices  to  local  residents,  lower  ratios 
should  be  readily  achievable.  Popula¬ 
tion  growth  must  be  carefully  ana¬ 
lyzed;  in  many  cases,  this  factor  alone 
will  bring  the  area  below  the  target 
level  if  no  unnecessary  additional  beds 
are  built.  Under  some  conditions,  a 
higher  target  ceiling  may  be  justified 
by  the  HSA.  Travel  distance  to  the 
nearest  hospital  is  one  of  the  most  im¬ 
portant  factors  to  be  analyzed,  espe¬ 


cially  in  rural  areas.  A  planning  crite¬ 
ria  of  30  minutes  has  been  set,  in  line 
with  the  policies  of  many  local  and 
State  health  planning  agencies  around 
the  country.  In  analyzing  ways  of  re¬ 
ducing  bed  supply,  it  should  be  recog¬ 
nized  that  greater  savings  will  be 
achieved  when  entire  facilities  are  con¬ 
sidered.  In  developing  such  plans,  pri¬ 
ority  consideration  should  be  given  to 
maintaining  and  strengthening  re¬ 
sources  that  are  emphasizing  activities 
identified  as  national  health  priorities 
in  Section  1502  of  the  Act. 

§  121.202  General  Hospitals-Occupancy 
Rate. 

(a)  Standard.  There  should  be  an 
average  annual  occupancy  rate  of  at 
least  80%  for  all  non-Federal,  short- 
stay  hospital  beds  considered  together 
in  a  health  service  area,  except  under 
extraordinary  circumstances.  Condi¬ 
tions  which  may  justify  an  adjustment 
to  this  standard  for  a  health  service 
area  are: 

(1)  Seasonal  population  fluctu¬ 
ations.  In  some  areas,  the  influx  of 
people  for  vacation  or  other  purposes 
may  require  a  greater  supply  of  hospi¬ 
tal  beds  than  would  otherwise  be 
needed.  Large  seasonal  variations  in 
hospital  utilization  which  can  be  pre¬ 
dicted  through  hospital  and  health  inr 
surance  records  may  justify  an  aver¬ 
age  annual  occupancy  rate  lower  than 
80%  based  on  analyses  by  the  HSA. 

(2)  Rural  areas.  Lower  average 
annual  occupancy  rates  are  usually  re¬ 
quired  by  small  hospitals  to  maintain 
empty  beds  to  accommodate  normal 
fluctuations  of  admissions.  In  rural 
areas  with  significant  numbers  of 
small  (fewer  than  4,000  admissions  per 
year)  hospitals,  an  average  occupancy 
rate  of  less  than  80%  may  be  justified, 
based  on  analyses  by  the  HSA. 

(b)  Discussion.  There  is  substantial 
evidence  that  excess  capacity  and  use 
contribute  significantly  to  high  hospi¬ 
tal  costs.  The  1976  report  by  the  Insti¬ 
tute  of  Medicine,  for  example,  found 
that  “there  is  a  growing  concern  that 
the  surpluses  of  hospital  beds  are  con¬ 
tributing  significantly  to  the  recent 
rise  of  health  care  costs  at  a  rate  well 
beyond  that  of  general  inflation.  This 
concern  has  not  only  to  do  with  the 
cost  of  maintaining  unused  hospital 
bed  capacity,  b\it  al.so  with  the  unnec¬ 
essary  and  inappropriate  uses  of  hospi¬ 
tal  beds,  especially  those  in  the  short¬ 
term  care  category.”  Occupancy  rates 
currently  average  about  75%  nation¬ 
wide.  Many  hospital  capacity  studies, 
including  those  by  InterStudy  and  the 
Bureau  of  Hospital  Administration  of 
the  University  of  Michigan,  indicate 
that  an  average  hospital  occupancy 
rate  exceeding  80%  is  a  reasonable 
target.  In  addition,  many  State  and 
local  health  planning  agencies  have  es¬ 
tablished  higher  occupancy  targets. 
For  example,  health  planning  agencies 


in  Illinois,  New  Jersey,  New  York, 
Massachusetts,  Michigan  and  Wiscon-- 
sin,  have  recommended  occupancy 
rates  higher  than  80%  for  larger  hos¬ 
pitals.  Higher  averages  have  been  ad¬ 
vocated,  especially  for  medical-surgical 
units.  While  past  studies  typically 
apply  these  rates  to  individual  institu¬ 
tions,  the  Department,  in  line  with  the 
objectives  of  community-wide  plan¬ 
ning,  has  extended  this  concept  to 
apply  on  an  area-wide  basis.  Within 
local  health  service  areas,  hospitals  of 
varying  size  and  circumstances  will 
have  varying  occupancy  rates;  a  collec¬ 
tive  rate  exceeding  80%  on  an  area¬ 
wide  basis  is  a  reasonable,  achievable 
goal  except  in  rural  areas  and  when 
situations  present  extraordinary  cir¬ 
cumstances.  Increases  are  to  be  at¬ 
tained  through  constrained  capacity 
growth  and  improved  planning  and 
management.  It  is  not,  of  course,  in¬ 
tended  that  increased  rates  be 
achieved  through  unnecessary  hospi¬ 
tal  admissions  or  stays. 

§  121.203  Obstetrical  Services. 

(a)  Standard.  (1)  Obstetrical  services 
should  be  planned  on  a  regional  basis 
with  continuing  linkages  among  all  ob¬ 
stetrical  services  and  with  neonatal 
services. 

(2)  Hospitals  providing  care  for  com¬ 
plicated  obstetrical  problems  (Levels 
II  and  III)  should  have  at  least  1,500 
births  annually. 

(3)  There  should  be  an  average 
annual  occupancy  rate  of  at  least  75 
percent  in  each  obstetrical  unit  with 
more  than  1,000  births  per  year, 

(b)  Discussion.  The  importance  of 
developing  regional  systems  of  care  for 
maternal  and  perinatal  health  services 
has  been  broadly  recognized.  The 
Committee  on  Perinatal  Health,  repre¬ 
senting  the  American  Academy  of 
Family  Physicians,  American  Academy 
of  Pediatrics,  American  College  of  Ob¬ 
stetricians  and  Gynecologists,  and  the 
American  Medical  Association  issued  a 
report  in  1976,  “Toward  Improving  the 
Outcome  of  Pregnancy.”  The  report 
identified  opportunities  to  reduce 
rates  of  maternal,  fetal,  and  neonatal 
mortality  as  well  as  to  improve  deploy¬ 
ment  of  scarce  resources,  especially 
those  needed  to  pro\ade  comprehen¬ 
sive  services  for  high-risk  patients. 
The  impact  on  quality  of  care  of  both 
under-utilization  and  over-utilization 
was  emphasized. 

The  report  states:  “A  systematized, 
cohesive  regional  network  including  a 
number  of  differentiated  resources  is 
the  approach  most  likely  to  achieve 
the  objective.  Each  component  of  the 
regional  system  must  provide  the 
highest  quality  care,  but  the  degree  of 
complexity  of  patient  needs  deter¬ 
mines  where,  and  by  whom,  the  care 
should  be  provided.”  Level  I  hospitals 
provide  services  primarily  for  uncom- 
'plicated  maternity  and  newborn  cases. 


FEDERAL  REGISTER,  VOL.  43,  NO.  14— FRIDAY,  JANUARY  20,  1978 


3066 

Level  II  hospitals  provide  services  for 
uncomplicated  cases  and  for  the  ma¬ 
jority  of  complicated  problems,  and 
certain  neonatal  services.  Level  III 
hospitals  are  able  also  to  handle  all 
the  serious  types  of  illness  and  abnor¬ 
malities.  Established  arrangements 
should  provide  for  early  access  of 
high-risk  pregnant  women  and  prompt 
referrals  among  levels  of  care  as  ap¬ 
propriate.  Regional  planning  should 
include  a  cooperative,  coordinated  net¬ 
work  of  hospitals,  physicians  and 
other  health  care  professionals,  pro¬ 
viding  (1)  expert  consultation  and  re¬ 
ferral  (2)  basic  and  continuing  educa¬ 
tion  for  health  professionals  and  con¬ 
sumers,  (3)  transport  of  selected  pa¬ 
tients  to  facilities  possessing  more  spe¬ 
cialized  maternal  and  neonatal  ser¬ 
vices.  (4)  a  continuing  evaluation  of 
the  effectiveness  and  costs  of  regiona¬ 
lized  programs.  In  1972  the  American 
College  of  Obstetrics  and  Gynecology 
identified  a  minimal  target  of  1,500 
births  per  year  for  facilities  in  commu¬ 
nities  of  100,000  population  or  more  to 
provide  a  full  range  of  obstetrical  ser¬ 
vices  in  an  efficient  manner.  In  1974, 
this  figfure  was  revised:  “The  experi¬ 
ence  of  many  obstetric  departments 
indicate  that  the  size,  equipment,  ser¬ 
vices  and  personnel  adequate  to  main¬ 
tain  a  consistently  high  standard  of 
ordinary  obstetrical  care  and  a  reason¬ 
ably  economic  operation  generally  re¬ 
quire  more  than  2,000  deliveries.” 
“Standards  for  Obstetrical  and  Gsnie- 
cological  Services.”  Committee  on  Pro¬ 
fessional  Standards  of  the  American 
College  of  Obstetricians  and  Gyne¬ 
cologists.  1974.)  The  Committee  on 
Perinatal  Health  also  identified  the 
2,000  minimum  figure  for  facilities 
identified  as  Level  II  facilities.  In  de¬ 
termining  the  1,500  target,  the  Depart¬ 
ment  took  into  consideration  these  re¬ 
ports  as  well  as  the  comments  received 
from  the  public  and  from  members  of 
the  expert  advisory  panel,  particularly 
the  criticism  that  a  2,000  target  was 
too  strict.  The  1,500  level  is  in  line 
with  the  policies  of  many  local  and 
State  health  planning  agencies  and 
can  help  assure  more  economic  use  of 
specialized  resources.  The  Department 
also  recognizes  that  there  are  substan¬ 
tial  differences  among  facilities  which 
provide  different  ranges  of  services 
and  there  are  circumstances,  such  as 
those  involving  special  moral  and  ethi¬ 
cal  preferences,  which  may  necessitate 
the  HSA  providing  an  adjustment  to 
this  standard.  In  addition,  in  order  to 
promote  more  economical  use  of  re¬ 
sources  the  Department  has  estab¬ 
lished  the  75  percent  minimum  occu¬ 
pancy  rate  in  each  obstetrical  unit  for 
Level  II  and  III  facilities.  The  75  per¬ 
cent  figure  was  derived  from  an  analy¬ 
sis  of  various  ocupancy  rate  figures  in 
a  number  of  source  documents,  whose 
recommendations  range  from  50  per¬ 
cent  to  over  80  percent.  The  Hill- 
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Burton  Program  recommended  an  oc¬ 
cupancy  level  for  obstetrical  tuiits  of 
at  least  75  percent.  The  Department 
anticipates  that  institutions  operating 
at  Level  II  and  III  will  usually  be  able 
to  exceed  this  level.  In  keeping  with 
the  national  priority  set  forth  in  Sec¬ 
tion  1502  of  the  Act  for  the  consolida¬ 
tion  and  coordination  of  institutional 
health  services,  the  consolidation  of 
multiple,  small  obstetrical  units  with 
low  occupancy  rates  should  be  under¬ 
taken  unless  such  action  is  undesirable 
because  of  needs  to  assure  ready 
access  and  sensitive  care. 

§  121.204  Neonatal  Special  Care  Units. 

(a)  Standard.  (1)  Neonatal  services 
should  be  planned  on  a  regional  basis 
with  continuing  linkages  with  obstetri¬ 
cal  services. 

(2)  The  total  number  of  neonatal  in¬ 
tensive  and  intermediate  care  beds 
should  not  exceed  4  per  1,000  live 
births  per  year  in  a  defined  neonatal 
service  area.  An  adjustment  upward 
may  be  justified  when  the  rate  of 
high-risk  pregnancies  is  unusually 
high,  based  on  analyses  by  the  HSA. 

(3)  A  single  neonatal  special  care 
unit  (Level  II  or  III)  should  contain  a 
minimum  of  15  beds.  An  adjustment 
downward  may  be  justified  for  a  Level 
II  unit  when  travel  time  to  an  alter¬ 
nate  unit  is  a  serious  hardship  due  to 
geographic  remoteness,  based  on  anal¬ 
yses  by  the  HSA. 

(b)  Discussion.  For  this  standard, 
the  Department  has  adopted  the  pro¬ 
fessionally  endorsed  concept  of  region¬ 
alization,  involving  various  levels  of 
care.  Under  this  concept.  Level  III 
units  are  staffed  and  equipped  for  the 
intensive  care  of  newborns  as  well  as 
intermediate  and  recovery  care.  Level 

II  imits  provide  intermediate  and  re¬ 
covery  care  as  well  as  some  specialized 
services.  Level  I  units  provide  recovery 
care.  Neonatal  special  care  is  a  highly 
specialized  service  required  by  only  a 
very  small  percentage  of  infants.  The 
Department  believes  that  four  neona¬ 
tal  special  care  beds  for  intensive  and 
intermediate  care  per  thousand  live 
births  will  usually  be  adequate  to  meet 
the  needs,  taking  into  account  the  in¬ 
cidence  of  high  risk  pregnancies,  the 
percentage  of  live  births  requiring  in¬ 
tensive  care,  and  the  average  length  of 
stay.  (“Bed”  includes  incubators  or 
other  heated  units  for  specialized  care, 
and  bassinettes.)  In  addition,  the  De¬ 
partment  has  established  a  minimum 
of  15  beds  per  units  for  Levels  II  and 

III  as  the  minimum  number  necessary 
to  support  economical  operation  for 
these  ser\dces.  Both  standards  are  sup¬ 
ported  and  recommended  by  the 
American  Academy  of  Pediatrics.  The 
American  Academy  of  Pediatrics  has 
noted  that  “the  best  care  will  be  given 
to  high  risk  and  seriously  ill  neonates 
if  intensive  care  units  are  developed  in 
a  few  adequately  qualified  institutions 


within  a  community  rather  than 
within  many  hospitals.  Properly  con¬ 
ducted,  early  transfer  of  these  infants 
to  a  qualified  unit  provides  better  care 
than  do  attempts  to  maintain  them  in 
inadequate  imits.”  This  regionalized 
approach  is  reflected  in  the  minimum 
size  standard  which  is  designed  to 
foster  the  location  of  specialized  units 
in  medical  centers  which  have  avail¬ 
able  special  staff,  equipment,  and  con¬ 
sultative  services  and  facilities.  Since 
perinatal  centers,  which  include  neon¬ 
atal  imits,  will  serve  the  patient  load 
resulting  from  a  representative  popu¬ 
lation  of  more  than  one  million,  a  de¬ 
fined  neonatal  service  area  should  be 
identified  by  the  relevant  HSAs  in 
conjunction  with  the  State  Agency. 
Special  attention  must  also  be  given  to 
ensure  adequate  communication  and 
transportation  systems.  Hospitals  with 
such  units  should  have  agreements 
with  other  facilities  to  serve  referred 
patients.  The  regional  plan  should  in¬ 
clude  a  structured  ongoing  system  of 
review,  including  assessment  of 
changes  in  health  status  indicators. 

§  121.205  '  Pediatric  Inpatient  Services— 
Number  of  Beds. 

(a)  Standard.  There  should  be  a 
minimum  of  20  beds  in  a  pediatric  unit 
in  urbanized  areas.  An  adjustment 
downward  may  be  justified  when 
travel  time  to  an  alternate  unit  ex¬ 
ceeds  30  minutes  for  10  percent  or 
more  of  the  population,  based  on  anal¬ 
yses  of  the  HSA. 

(b)  Discussion.  The  1977  report  of 
the  Committee  on  Implications  of  De¬ 
clining  Pediatric  Hospitalization 
Rates,  for  the  National  Research 
Council,  states  that  “for  a  policy  of 
housing  children  separately  to  be  ef¬ 
fective,  certain  minimiim  services  and 
facilities  are  needed,  thus  requiring 
bed  capacity  utilization  to  make  provi¬ 
sion  for  these  services  and  facilities 
economically  feasible.”  This  standard 
was  developed  by  the  Department  in 
this  context.  Pediatric  services  should 
be  planned  on  a  regionalized  basis 
with  linkages  among  hospitals  and 
other  health  agencies  to  provide  com¬ 
prehensive  care. 

A  number  of  sources  support  a  mini¬ 
mum  unit  size  of  20  pediatric  beds,  in¬ 
cluding  planning  agencies  in  Califor¬ 
nia,  Massachusetts,  Ohio,  Pennsylva¬ 
nia,  and  Wisconsin.  Consolidation  of 
pediatric  care  in  imits  of  at  least  20 
beds  in  urbanized  areas  will  promote 
the  concentration  of  nursing  and  sup¬ 
port  staff  with  special  pediatric  knowl¬ 
edge  and  skills,  the  increased  training 
of  staff,  and  the  provision  of  special 
treatment  and  other  ancillary  facili¬ 
ties  which  meet  the  special  needs  of 
children.  (A  pediatric  inpatient  unit  is 
a  specific  section,  ward,  wing,  hospital 
or  unit  devoted  primarily  to  the  care 
of  medical  and  surgical  patients  less 
than  18  years  old.  not  including  spe- 
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cial  care  for  infants.)  The  criteria  of 
30  minutes  travel  time  reflects  interest 
in  ensuring  that  children  remain  close 
to  their  homes,  family,  and  friends. 
Frequent  visits  to  hospitalized  chil¬ 
dren  are  highly  desirable  and  can  be 
an  aid  to  improvement  and  recovery. 
The  American  Academy  of  Pediatrics 
has  recommended  to  its  State  Chap¬ 
ters  that  child  health  plans  should 
provide  that  primary  care  for  children 
should  be  available  within  30  minutes. 
This  access  standard  is  consistent  with 
those  of  many  local  and  State  plan¬ 
ning  agencies  such  as  those  in  Massa¬ 
chusetts,  New  York,  Pennsylvania,  and 
Wisconsin. 

§  121.206  Pediatric  Inpatient  Services — 
Occupancy  Rates. 

(a)  Standard.  Pediatric  units  should 
maintain  average  annual  occupancy 
rates  related  to  the  number  of  pediat¬ 
ric  beds  (exclusive  of  neonatal  special 
care  units)  in  the  facility.  For  a  facili¬ 
ty  with  20-39  pediatric  beds,  the  aver¬ 
age  annual  occupancy  rate  should  be 
at  least  65  percent;  for  a  facility  with 
40-79  pediatric  beds,  the  rate  should 
be  at  least  70  percent:  for  facilities 
with  80  or  more  pediatric  beds,  the 
rate  should  be  at  least  75  percent. 

(b)  Discussion.  Variable  occupancy 
rates  are  designed  to  reflect  the  need 
for  smaller  imits  to  maintain  the  ca¬ 
pacity  to  accommodate  normal  day-to- 
day  fluctuations  in  admissions  and  to 
set  aside  pediatric  beds  for  particular 
ages  and  types  of  cases.  Such  schedul¬ 
ing  problems  are  less  severe  in  pediat¬ 
ric  units  of  a  greater  capacity.  More¬ 
over,  large  vuiits  are  able  to  sustain 
higher  occupancy  rates  because  they 
are  frequently  associated  with  regional 
centers  which  serve  patients  needing 
types  of  care  that  can  be  scheduled  on 
a  more  flexible  basis.  It  is  not  intend¬ 
ed,  of  course,  to  encourage  unneces¬ 
sary  admissions  or  stays  to  achieve 
these  levels.  This  standard  is  identical 
to  that  recommended  by  the  American 
Academy  of  Pediatrics. 

§  121.207  Open  Heart  Surgery. 

(a)  Standard.  (1)  There  should  be- a 
minimum  of  200  open  heart  proce¬ 
dures  performed  annually,  within 
three  years  after  initiation,  in  any  in¬ 
stitution  in  which  open  heart  surgery 
is  performed  for  adults. 

(2)  There  should  be  a  minimum  of 
100  pediatric  heart  operations  annual¬ 
ly.  within  three  years  after  initiation, 
in  any  institution  in  which  pediatric 
open  heart  surgery  is  performed,  of 
w’hich  at  least  75  should  be  open  heart 
surgery. 

(3)  There  should  be  no  additional 
open  heart  units  initiated  unless  each 
existing  unit  in  the  health  service 
areaCs)  is  operating  and  is  expected  to 
continue  to  operate  at  a  minimum  of 
350  open  heart  surgery  cases  per  year 
in  adult  services  or  130  pediatric  open 
heart  cases  in  pediatric  services. 


(b)  Discussion.  Open  heart  surgery 
for  congenital  and  acquired  heart  and 
coronary  artery  disease  represents  a 
marked  advance  in  patient  care. 
Highly  specialized  open  heart  proce¬ 
dures  require  very  costly,  highly  spe¬ 
cialized  manpower  and  facility  re¬ 
sources.  Thus,  every  effort  should  be 
made  to  limit  duplication  and  unneces¬ 
sary  resources  related  to  the  perfor¬ 
mance  of  open  heart  procedures,  while 
maintaining  high  quality  care.  Mini¬ 
mum  case  loads  are  essential  to  main¬ 
tain  and  strengthen  skills.  (Open 
heart  surgery  procedures  are  defined 
as  procedures  which  use  a  heart-lung 
by-pass  machine  to  perform  the  func¬ 
tions  of  circulation  during  surgery.)  A 
minimum  of  200  adult  open  heart  sur¬ 
gery  procedures  should  be  performed 
annually  within  an  institution  to 
maintain  quality  of  patient  care  and 
make  most  efficient  use  of  resources. 
This  standard  is  based  on  recommen¬ 
dations  of  the  Inter  Society  Commis¬ 
sion  on  Heart  Disease  Resources.  In 
order  to  prevent  duplication  of  costly 
resources  which  are  not  fully  utilized, 
the  opening  of  new  units  should  be 
contingent  upon  existing  units  operat¬ 
ing,  and  continuing  to  operate,  at  a 
level  of  at  least  350  procedures  per 
year.  The  350  level  assumes  an  average 
of  7  operations  a  week,  a  schedule  that 
in  the  Department’s  judgment  is  feasi¬ 
ble  in  most  institutions  providiftg 
these  services.  In  units  that  provide 
services  to  children,  lower  targets  are 
indicated  because  of  the  special  needs 
involved.  The  established  level  for  pe¬ 
diatric  units  is  consistent  with  the  rec¬ 
ommendation  of  the  Pediatric  Cardi¬ 
ology  Section  of  the  American  Acade¬ 
my  of  Pediatrics.  In  determining  the 
utilization  target  of  130  pediatric  open 
heart  cases,  the  Department  used  the 
same  ratio  as  for  adult  units.  In  the 
case  of  units  that  pi'ovide  services  to 
both  adults  and  children,  at  least  209 
open  heart  procedures  should  be  per¬ 
formed,  including  75  for  children. 
Data  collection  and  quality  assessment 
and  control  activities  should  be  part  of 
all  open  heart  surgery  programs. 

§  121.208  Cardiac  Catheterization  Unit 
Services. 

(a)  Standard.  (1)  There  should  be  a 
minimum  of  300  cardiac  catheteriza¬ 
tions,  of  which  at  least  200  should  be 
intracardiac  or  coronary  artery  cath¬ 
eterizations,  performed  annually  in 
any  adult  cardiac  catheterization  unit 
within  three  years  after  initiation. 

(2)  There  should  be  a  m.inimum  of 
150  pediatric  cardiac  catheterizations 
performed  armually  in  any  pediatric 
cardiac  catheterization  unit  within 
three  years  after  initiation. 

(3)  There  should  be  no  new  cardiac 
catheterization  units  opened  in  any  fa¬ 
cility  not  performing  open  heart  sur¬ 
gery. 

(4)  There  should  be  no  additional 
adult  cardiac  catheterization  units 


opened  unless  the  number  of  studies 
per  year  in  each  existing  unit  in  the 
health  service  area(s)  is  greater  than 
500. 

(b)  Discussion.  The  modem  cardiac 
catheterization  unit  requires  a  highly 
skilled  staff  and  expensive  equipment. 
Safety  and  efficacy  of  laboratory  per¬ 
formance  requires  a  case  load  of  ade¬ 
quate  size  to  maintain  the  skill  and  ef¬ 
ficiency  of  the  staff.  In  addition,  the 
underutilized  unit  represents  a  less  ef¬ 
ficient  use  of  an  expensive  resource 
and  frequently  reflects  unnecessary 
duplication.  Based  on  recommenda¬ 
tions  from  the  Inter-Society  Commis¬ 
sion  on  Heart  Disease  Resources,  the 
Department  believes  that  a  minimum 
level  of  300  cardiac  catheterizations 
per  year  is  indicated  to  achieve  eco¬ 
nomic  use  of  resources.  Several  State 
health  planning  agencies,  such  as  New 
Jersey,  suggested  a  higher  minimum 
level  and  the  Department  will  be  con¬ 
sidering  whether  a  higher  level  should 
be  established  in  the  future.  The  De¬ 
partment  has  also  determined  the  ex¬ 
isting  units  should  be  performing 
more  than  500  cardiac  catheterizations 
before  any  new  unit  is  opened.  The 
500  level  is  based  on  an  average  of  two 
catheterizations  a  day,  a  rate  that  is  in 
the  Department’s  judgment  readily 
achievable  in  most  institutions  provid¬ 
ing  these  services  and  that  will  foster 
more  effective  use  of  current  resources 
prior  to  the  development  of  additional 
resources.  More  than  600  cardiac  pro¬ 
cedures  are  performed  annually  in 
some  institutions.  .Pediatric  cardiac 
catheterizations  require  special  facili¬ 
ties  and  support  services.  Lower  target 
numbers  are  presented  in  these  cases 
because  of  the  special  conditions  and 
needs  of  children.  The  established 
levels  are  consistent  with  the  recom¬ 
mendations  of  the  Section  on  Cardi¬ 
ology  of  the  American  Academy  of  Pe¬ 
diatrics  and  the  Inter-Society  Commis¬ 
sion  on  Heart  Disease  Resources.  The 
patient  studied  in  the  cardiac  cath¬ 
eterization  imit  is  frequently  recom¬ 
mended  for  open  heart  surgery.  While 
acceptable  inter-institutional  referral 
patterns  exist  in  some  areas,  cardiac 
catheterization  units  should  optimally 
be  located  within  a  facility  in  which 
cardiac  surgery  is  performed. 

§  121.209  Radiation  Therapy. 

(a)  Standard.  (DA  mega  voltage  ra¬ 
diation  therapy  unit  should  serve  a 
population  of  at  least  150,000  persons 
and  treat  at  least  300  cancer  cases  an¬ 
nually.  within  three  years  after  initi¬ 
ation. 

(2)  There  .should  be  no  additional 
megavoitage  units  opened  unless  each 
existing  megavoltage  unit  in  the 
health  service  area(s)  is  performing  at 
least  6,000  treatments  per  year. 

(3)  Adjustments  downward  may  be 
justified  when  travel  time  to  an  alter¬ 
nate  unit  is  a  serious  hardship  due  to 
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geographic  remoteness,  based  on  anal¬ 
yses  by  the  HSA. 

(b)  Discussion.  While  varioiTS  types 
of  radiation  are  indicated  and  used  for 
tumors  with  different  characteristics, 
megavoltage  equipment  is  accepted  as 
the  most  efficacious  for  treatment  of 
deep-seated  tumors.  Megavoltage 
equipment  is  expensive  to  purchase, 
install,  and  support  on  a  continuing 
basis.  Every  effort  should  thus  be 
made  to  avoid  unnecessary  duplication 
of  this  costly  resource.  Established 
standards  should  provide  needed  treat¬ 
ment  cai>abilities  while  preventing  un¬ 
necessary  duplication  of  radiation 
therapy  units  and  underutili?ation  of 
existing  capacity.  A  unit  refers  to  a 
single  megavoltage  machine  or  energy 
source.  The  most  common  types  of 
units  to  deliver  megavoltage  therapy 
are  coljalt  60  and  linear  accelerators, 
Tfeatments  are  meant  to  be  the  same 
as  patient  visits.  A  treatment  or  visit 
averages  2.2  fields,  according  to  re¬ 
ports  from  the  American  College  of 
Radiology.  They  also  report  that 
about  half  of  new  cancer  patients  re¬ 
quire  megavoltage  radiation  therapy, 
and  that  many  require  subsequent 
courses  of  treatment.  The  American 
College  of  Radiology  has  indicated 
that  at  least  300  cancer  cases  anrxually 
are  a  reasonable  minimum  loan  for  a 
megavoltage  radiation  therapy  unit  in 
order  to  maintain  an  efficient  high 
quality  operation.  Based  on  the  infor¬ 
mation  and  recommendations  of  the 
College,  as  well  as  comments  received 
from  the  public  and  from  members  of 
the  expert  advisory  panel  which  re¬ 
viewed  the  standard,  the  Department 
has  set  a  minimum  standard  of  at  least 
300  cancer  cases  per  unit  per  year.  In 
1974,  the  Department  commissioned  a 
study  of  the  use  of  radiation  therapy 
units.  A  committee  appointed  by  the 
American  College  of  Radiology  and 
the  American  Society  of  Therapeutic 
Radiology  to  review  that  study  sug¬ 
gested  that  economical  operation  of 
radiation  units  would  call  for  existing 
units  to  do  5,000-8,700  treatments  per 
year.  The  7,500  level  was  included  in 
the  September  23,  1977,  NPRM.  This 
target  wovild  have  required  units  to 
treat  an  average  of  30 ’patients  per 
day.  Based  on  comments  received  from 
the  profession  and  the  general  public, 
the  Department  has  adjusted  the  stan¬ 
dard  downwards  to  6,000  treatments 
per  year,  an  average  of  about  25  pa¬ 
tients  per  day  to  take  into  accoimt 
variations  in  patient  mix  and  work 
schedules.  Since  many  institutions 
meet  and  exceed  these  targets,  this 
standard  in  the  Department’s  judg¬ 
ment  represents  an  attainable,  effi¬ 
cient  level  of  operation.  The  indicated 
target  levels  are  minimal  and  should 
generally  be  exceeded.  Special  purpose 
and  extra  high  energy  machines  which 
have  limited  but  important  applica¬ 
tions  may  not  perform  6,000  treat¬ 


ments  per  year  and  should  be  evaluat¬ 
ed  individually  by  HSAs  in  the  devel¬ 
opment  of  Health  Systems  Plans. 

§  121.210  Computed  Tomographic  fican- 
ners. 

(a)  Standard.  (DA  Computed  Tomo¬ 
graphic  Scanner  (head  and  body) 
should  operate  at  a  minimum  of  2,500 
medically  nece.ssary  patient  proce¬ 
dures  per  year. 

(2)  There  should  be  no  additional 
scanners  approved  unless  each  exist- 
iT)g  scanner  in  the  health  service  area 
is  performirg  at  a  rate  greater  than 
2,500  medically  neccssory  patient  pro¬ 
cedures  per  year. 

(3)  There  should  be  no  additional 
scanners  approved  unless  the  opera¬ 
tors  of  tl  3  proposed  equipment  will 
set  in  pla  e  data  collection  and  utiliza¬ 
tion  review  .systems. 

(b)  Discussion.  Because  CT  scanners 
are  expensive  to  purchase,  maintain 
and  staff,  every  effort  must  be  made 
to  contain  costs  while  providing  a,n  ac¬ 
ceptable  level  of  service.  Pull  and  ap¬ 
propriate  utilization  of  all  existing 
units,  regardless  of  location,  will  pre¬ 
vent  needless  duplication  and  limit  un¬ 
necessary  increases  in  health  care 
costs.  E.stimates  and  surveys  for  full 
utilization  of  CT  scanners  range  from 
1,800  to  over  4,000  patient  procedures 
a  year.  (One  patient  procedure  in¬ 
cludes,  during  a  single  visit,  the  initial 
scan  plus  any  necessary  additional 
scans  of  the  same  anatomical  region.) 
The  Institute  of  Medicine,  the  Office 
of  Technology  Assessment  and  others 
have  carefully  reviewed  these  data  and 
the  capabilities  of  various  available 
units. 

The  Department  has  reviewed  these 
analyses  as  w'ell  as  the  extensive  litera¬ 
ture  that  has  been  developed  on  CT 
scanners.  In  arriving  at  a  standard  for 
the  minimum  use  of  these  machines, 
the  Department  has  considered  a  vari¬ 
ety  of  factors,  including  the  difference 
in  time  required  for  head  scans  and 
body  scans,  variations  in  patient  mix, 
the  special  needs  of  children,  time  re¬ 
quired  for  maintenance,  and  staffing 
requirements.  Moreover,  the  Depart¬ 
ment  considered  the  actual  operating 
experience  of  hospitals  and  institu¬ 
tions  reflected  in  reports  on  the  use  of 
CT  scanners.  The  standard  set  in  the 
Departinent’s  guidelines  is  intended  to 
assure  effective  utilization  and  reason¬ 
able  cost  for  CT  scanning.  These  ma¬ 
chines  are  expensive,  and  therefore 
must  be  fully  used  if  excessive  costs 
are  to  be  limited.  The  Department  rec¬ 
ognizes  that  the  cost  of  some  ma¬ 
chines  is  declining,  particularly  those 
that  perform  only  head  scans  which 
require  less  time.  For  machines  that 
do  predominantly  head  scans,  the 
standard  represents  an  extremely 
minimum  level  appropriate  to  insure 
efficient  and  effective  utilization. 

For  scanners  capable  of  performing 
both  head  and  body  scans,  it  is  impera¬ 


tive  that  they  be  effectively  used  in 
order  to  spread  the  high  capital  ex¬ 
penditures  over  as  much  operating 
time  as  po-scible.  As  the  Institute  of 
Medicine  report  stated,  “The  high 
fixed  costs  of  operating  a  scanner 
argue  for  as  high  a  volume  of  use  as 
the  equipment  allows  without  jeopar¬ 
dizing  the  quality  of  care.”  The  De¬ 
partment  believes  that  a  50-55  hour 
operating  w'eek  both  is  consistent  with 
the  actual  operating  experience  of 
many  hospitals,  and  al.so  a  reasonable 
target.  Based  on  reported  experience 
for  the  time  reo:uired  for  both  head 
scans  and  body  scans,  the  Department 
estimated  that  a  patient  mix  of  about 
60  percent  head  scans  arid  about  40 
percent  body  scans,  making  allowance 
for  the  other  factors  identified  above, 
would  allow  a  CT  scanner  to  perform 
about  2,500  patient  procedures  per 
year  if  it  is  efficiently  used  about  50- 
55  hours  per  week.  This  estimate  as¬ 
sumes  a  higher  percent  of  body  scans 
than  is  currently  being  performed.  If 
fewer  than  40  percent  body  scans  are 
performed,  than  2,500  patient  proce¬ 
dures  w'ould  involve  even  less  than  50- 
55  hours  per  week.  Basing  the  stan¬ 
dard  on  a  higher  percentage  of  body 
scans  also  takes  account  of  current 
trends  toward  increased  proportions  of 
such  scans. 

The  Department  believes  that  shar¬ 
ing  arrangements  in  the  use  of  CT 
scanners  is  desirable,  in  line  with  the 
national  health  priorities  of  section 
1502.  Individual  institutions  or  provid¬ 
ers  should  net  acquire  new  machines 
until  existing  capacity  is  being  well 
utilized.  In  planning  for  CT  scaimers, 
the  HSA  should  take  into  consider¬ 
ation  special  circumstances  such  as:  (1) 
An  institution  with  more  than  one 
scanner  w'here  the  combined  average 
annual  number  of  procedures  is  great¬ 
er  than  2,500  per  scanner  although  the 
unit  doing  p-imarily  body  scans  is  op¬ 
erating  at  less  than  2,500  patient  pro¬ 
cedures  per  year;  (2)  units  which  are 
or  will  be  operating  a  significant  por¬ 
tion  of  the  time  under  collaborative 
fixed  protocol  clinical  trials,  and  (3) 
units  which  are,  or  will  be,  servicing 
predominantly  seriously  sick  or  pediat¬ 
ric  patients.  A  summary  of  the  data 
collected  on  CT  scanners  should  be 
submitted  by  the  operators  to  the  ap¬ 
propriate  HSA  to  enable  it  to  ade¬ 
quately  plan  the  distribution  and  use 
of  CT  scanners  in  the  area.  The  data 
to  be  collected  should  include  informa¬ 
tion  on  utilization  and  a  description  of 
the  operations  of  a  utilization  review 
program. 

§  121.211  End-Stage  Renal  Disease 
(ESRD). 

(a)  Standard.  The  Health  Systems 
Plans  established  by  HSAs  should  be 
consistent  with  standards  and  proce¬ 
dures  contained  in  the  DHEW  regula¬ 
tions  governing  conditions  for  cover- 
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age  of  suppliers  of  end-stage  renal  dis¬ 
ease  services,  20  CPR  Part  405,  Sub¬ 
part  U. 

(b)  Discussion.  The  ESRD  Program 
was  created  pursuant  to  Section  2991 
of  the  Social  Security  Amendments  of 
1972  (Pub.  L.  92-603),  which  extends 
Medicare  benefits  to  any  individual 
W'ho  has  end-stage  renal  disease  re¬ 
quiring  dialysis  or  transplantation, 
provided  that  such  individual:  (1)  Is 
fully  or  currently  insured  or  entitled 
to  monthly  benefits  under  Title  II  of 
the  Social  Security  Act;  or  (2)  is  the 
spouse  or  dependent  child  of  an  indi¬ 
vidual  so  insured  or  entitled  to  such 
monthly  benefits.  In  order  for  an 
ESRD  facility  to  qualify  for  reim¬ 
bursement  under  the  program,  the  fa¬ 
cility  must  meet  the  conditions  for 
coverage  of  suppliers  of  end-stage 
renal  disease  services  as  established  by 


regulation.  These  conditions  incorpo¬ 
rate  standards  which  relate  to  the 
supply,  distribution,  and  organization 
of  ESRD  facilities.  The  standards  were 
developed  by  the  Department  of 
Health,  Education,  and  Welfare  and 
were  based  on  extensive  consultation 
with  professionals  and  other  persons 
knowledgeable  in  the  areas  of  nephro¬ 
logy  and  transplant  surgery.  Because 
these  standards  are  already  published 
as  regulations,  they  are  not  repub¬ 
lished  here.  The  regulations  do  not  try 
to  encourage  any  particular  type  of 
dialysis  setting.  It  is  widely  recognized 
that  self-care  dialysis  can  significantly 
contain  costs  without  impairing  the 
quality  of  care  of  the  suitably  chosen 
patient.  The  organization  of  resources 
to  support  self-care  dialysis  is  there¬ 
fore  encouraged  to  the  maximum 
extent  practicable, 

[FR  Doc.  78-1562  Filed  1-19-78;  8:45  am] 
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Quantity  Volume  Price  Amount 

-  Title  33 — Navigation  and  Navigable  Waters  (Parts  1  to  199)  $7.00$ - 

-  Title  40 — Protection  of  Environment  (Parts  0  to  49)  4.  25  - 

-  Title  40 — Protection  of  Environment  (Parts  60  to  99)  5.  00  - 

-  Title  40 — Protection  of  Environment  (Part  400  to  End)  5.  75  - 

-  Title  41 — Public  Contracts  and  Property  Management  (Chap-  5.  75  - 

ter  101  to  End) 


Total  Order  $^ 
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